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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

NOV 22 2013

Dr. J. Austin Burns
Reguiatory Affairs Manager
Monsanto Company

800 North Lindbergh Bivd.
St. Louis, MO 63137

Subject: MON 89034 x TC1507 x MON 88017 x DAS-59122-7 and MON 89034 x TC1507 x
MON 88017 x DAS-59122-7 RIB Compiete™ June 10, 2011 and October 27, 2011
Applications to Amend the Expiration Date for Monsanto SmartStax Products
EPA Registration Nos. 524-581 and 524-595

Dear Dr. Burns:

The amendments referred to above, submitted in connection with registration under
Section 3(c){7)(A) of the Federal insecticide, Fungicide, and Rodenticide Act (FIFRA}, as
amended, are acceptablé subject to the following terms and conditions.

1) The expiration date for these products is November 30, 2018.

2) The Agency recognizes that large corn rootworm populations, environmental conditions,
and protein expression leveis can influence corn root damage and may affect the
definition of suspected CRW resistance. The Agency pians to work with the registrants
fo refine the definition of suspected resistance based on these factors. Until such time
that the Agency accepts a modified definition of suspected resistance to corn rootworm,
resistance will be suspected in cases where the average root damage in the SmartStax
field is > 0.5 on the nodail injury scale (NiS) and the frequency of SmartStax with > 0.5
nodes destroyed exceeds 50% of the sampied piants.

3) Within 90 days of this amendment, you must submit an enhanced rootworm resistance
monitoring plan for SmartStax that accounts for reports of suspected and/or confirmed
resistance. The rootworm resistance monitoring plan and the revised definitions for
suspected and confirmed resistance for SmartStax must be found acceptable to BPPD
by May 1, 2012 and utilized by Monsanto beginning in the 2012 season. This enhanced
monitoring program should:



4)

5)

0 Be practical and adaptable and provide information on
relevant changes in corn rootworm population sensitivity to
SmartStax;

0 Be focused on areas where the potential for resistance is
greatest for SmartStax and for the corn rootworm active
singte event components of SmartStax (Cry3Bbtand
Cry34Ab1/Cry35Ab1), based on available information on
historical pest pressure, unexpected performance issues,
historical suspected and/or confirmed resistance incidents
as currently defined or as modified in EPA accepted enhanced
monitoring programs, prevailing agronomic practices (e.g.
crop rotation versus continuous corn), and academic and
extension publications on Bt corn field performance;

o Involve coordination to the extent possible with other
stakeholders, such as academic and extension experts in the
states where com rootworm is & major pest, other
registrants of SmartStax, and other registrants of similar
products, as appropriate;

o Be responsive to incidents of suspected or confirmed
resistance to the registrant’s other products containing the
same active ingredient(s), as well as to publicly available
reports of suspected or confirmed resistance to other Bi protein
toxins in SmariStax. '

Within 90 days of this amendment, you must submit an enhanced remedial action plan
for SmartStax that includes actions to be taken in response to both suspected and
confirmed resistance. This remedial action plan must include a description of steps to
be taken in response to customer product performance inguiries and annual reporting to
the agency on the outcomes of investigations into any such inquiries that might indicate
potential resistance. The program must inciude revised definitions of unexpected
damage to SmartStax corn that could indicate potential suspected resistance. The
enhanced remedial action ptan must be found acceptable to BPPD by May 1, 2012,

The Grower Guide or its supplements must include language directing the user to
contact a company representative if they observe unexpected insect feeding damage to
their SmartStax corn. As part of its follow up on reports of unexpected damage to
SmartStax corn, the registrant must defermine the nodal injury scale (NIS) of affected
cormn. [f the NIS results falf within the definition of suspected resistance for SmariStax,
then until such time as the Agency accepts a modified remedial action plan, the
registrant must provide specific guidance to affected growers in managing corn
rootworms in the affected fields. This will include 1} providing specific grower guidance
to control the adult stage of corn rootworms, where adult beetles are still present and



laying eggs during the season that unexpected damage meets the suspected resistance
definition; and 2) where the grower continues to be an existing customer of the
registrant or seed company licensee into the following season, providing specific grower
guidance and assistance to use an additional or alternative pest control method during
the season following the initial finding that unexpected damage meets the suspected
resistance definition.

6) Monsanto will submit additional modeling, scientific literature, and other scientific
information addressing the impact of pyramid PIP use in areas of confirmed resistance
to one of the rootworm-active components of the pyramid by August 30, 2012.

7) Should resistance to any of the constituent toxins of SmartStax be confirmed (from
target pest populations collected in 2012 or prior growing seasons) in accordance with
the existing definition of "confirmed resistance" for the appropriate toxin, EPA will
reassess and, if EPA concludes it is necessary, Monsanto will revise the refuge/seed
blend requirements for SmartStax. The registrants may independently submit updated
definitions of confirmed resistance for their respective SmartStax active proteins for
EPA’s consideration in order to harmonize and/or keep definitions current with scientific
standards; any such submission must be found acceptable to BPPD by May 1, 2012,
EPA will incorporate all relevant scientific information (including the data required
above) in its reassessment of the refuge/seed blend requirements. The revised
refuge/seed blend requirements will be effective for the following growing season (after
resistance confirmation) in the geographic areas in which resistance was confirmed,
The geographic area of confirmed resistance could be less than a single county, a
single county, or muitiple counties, depending on EPA's analysis of the collected data.

'8) For the SmartStax block refuge products, submit a revised Compliance Assurance plan
by February 28, 2012

Sincerely,

Keith A. Matthews, Director

Biopesticides and Pollution

Prevention Division (7511P)
Enclosure
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e OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION
NOV 22 2p1

Dr. J. Austin Burns
Regulatory Affairs Manager
Monsanto Company

800 North Lindbergh Bivd.
St. Louis, MO 63137

Subject: MON 89034 x TC1507 x MON 88017 x DAS-59122-7 and MON 89034 x TC1507 x

MON 88017 x DAS-59122-7 RIB Complete™ June 10, 2011 and October 27, 2011
Applications to Amend the Expiration Date for Monsanto SmartStax Products
EPA Registration Nos. 524-581 and 524-595

Dear Dr. Burns:

The amendments referred to above, submitted in connection with registration under

Section 3(c)(7)(A) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as
amended, are acceptable subject to the following terms and conditions.

1)
2)

3)

The expiration date for these products is November 30, 2018.

The Agency recognizes that large corn rootworm populations, environmental conditions,
and protein expression levels can influence com root damage and may affect the
definition of suspected CRW resistance. The Agency plans to work with the registrants
to refine the definition of suspected resistance based on these factors. Until such time:
that the Agency accepts a modified definition of suspected resistance to corn rootworm,
resistance will be suspected in cases where the average root damage in the SmartStax
field is > 0.6 on the nodal injury scale (NIS) and the frequency of SmartStax with > 0.5
nodes destroyed exceeds 50% of the sampled plants.

Within 90 days of this amendment, you must submit an enhanced rootworm resistance
monitoring plan for SmartStax that accounts for reports of suspected and/or confirmed
resistance. The rootworm resistance monitoring plan and the revised definitions for
suspected and confirmed resistance for SmartStax must be found acceptable to BPPD
by May 1, 2012 and utilized by Monsanto beginning in the 2012 season. This enhanced
monitoring program should:
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

0 Be practical and adaptable and provide information on
relevant changes in comn rootworm population sensitivity to
SmartStax;

o Be focused on areas where the potential for resistance is
greatest for SmartStax and for the corn rootworm active
single event components of SmartStax (Cry3Bbiand
Cry34Ab1/Cry35Ab1), based on available information on
historical pest pressure, unexpected performance issues,
historical suspected and/or confirmed resistance incidents
as currently defined or as modified in EPA accepted enhanced
monitoring programs, prevailing agronomic practices (e.g.
crop rotation versus continuous corn), and academic and
extension publications on Bt com field performance;

o Involve coordination to the extent possible with other
stakeholders, such as academic and extension experts in the
states where com rootworm is a major pest, other
registrants of SmartStax, and other registrants of similar
products, as appropriate:

o Be responsive to incidents of suspected or confirmed
resistance to the registrant’s other products containing the
same active ingredient(s), as well as to publicly available
reports of suspected or confirmed resistance to other 8¢ protein
toxins in SmartStax.

4) Within 90 days of this amendment, you must submit an enhanced remedial action plan
for SmartStax that includes actions to be taken in response to both suspected and
confirmed resistance. This remedial action plan must include a description of steps to
be taken in response to ¢ustomer product performance inquiries and annual reporting to
the agency on the outcomes of investigations into any such inquiries that might indicate
potential resistance. The program must include revised definitions of unexpected
damage to SmartStax corn that could indicate potential suspected resistance. The
enhanced remedial action plan must be found acceptable to BPPD by May 1, 2012,

5} The Grower Guide or its supplements must include language directing the user to
contact a company representative if they observe unexpected insect feeding damage to
their SmartStax corn. As part of its follow up on reports of unexpected damage to
SmartStax corn, the registrant must determine the nodal injury scale (NIS) of affected
corn. If the NIS results fall within the definition of suspected resistance for SmartStax,
then until such time as the Agency accepts a modified remedial action plan, the
registrant must provide specific guidance to affected growers in managing corn
rootworms in the affected fields. This will include 1) providing specific grower guidance
1o conirol the 3 s e re-aeti-lraatio T— ; .
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6)

7)

8)

UNITED STATES ENVIRONMEN&L PROTECTION AGENCY

laying eggs during the season that unexpected damage meets the suspected resistance
definition; and 2) where the grower continues to be an existing customer of the
registrant or seed company licensee into the following season, providing specific grower
guidance and assistance to use an additional or alternative pest control method during
the season following the initial finding that unexpected damage meets the suspected
resistance definition.,

Monsanto will submit additional modeling, scientific literature, and other scientiic
information addressing the impact of pyramid PIP use in areas of confirmed resistance
to one of the rootworm-active components of the pyramid by August 30, 2012.

Should resistance to any of the constituent toxins of SmartStax be confirmed (from
target pest populations collected in 2012 or prior growing seasons) in accordance with
the existing definition of "confirmed resistance" for the appropriate toxin, EPA will
reassess and, if EPA concludes it is necessary, Monsanto will revise the refuge/seed
blend requirements for SmartStax. The registrants may independently submit updated
definitions of confirmed resistance for their respective SmartStax active proteins for
EPA’s consideration in order to harmonize and/or keep definitions current with scientific
standards; any such submission must be found acceptable to BPPD by May 1, 2012.
EPA will incorporate all relevant scientific information (including the data required
above} in its reassessment of the refuge/seed blend requirements. The revised
refuge/seed blend requirements will be effective for the following growing season (after
resistance confirmation} in the geographic areas in which resistance was confimed.
The geographic area of confirmed resistance could be less than a single county, a
single county, or multiple counties, depending on EPA's analysis of the collected data.

For the SmartStax block refuge products, submit a revised Compliance Assurance plan
by February 28, 2012,

Sincerely, -

Keith A. Matthews, Director
Biopesticides and Pollution
Prevention Division (7511 P)
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~, Registration Extension Draft labels for SSX RIB Complete
BURNS, J AUSTIN (AG/1000)

to:

Mike Mendelsohn

11/21/2011 02:53 PM

Show Details

2 Attachments

Draft extension SmartStax EPA label Nov. 2011.docx Draft extension SmartStax RIB EPA label Nov. 2011.decx

Attn: Mr. Mendelsohn:

As we approach compietion of the registration extension for SmarntStax (SmartStax and SmartStax RiB
Complete), | thought you may find these documents useful to assist with the registrations. Please see
attached Word copies of the draft iabels Monsanto submitted previously for MON 88034 x TC1507 x
MON 88017 x DAS-59122-7 (EPA Reg. no. 524-581) and MON 89034 x TC1507 x MON 88017 x DAS-
59122-7 RIB Complete™ (EPA Reg. No. 524-595). These have been previously provided both in MS-
Word and paper form as a larger Volume 1. The attachments contain oniy the extracted draft labels
without the addifional volume 1 materials attached for ease of reference. The only difference from the
draft label provided earlier was the addition of the EPA text (below) to the SmartStax label (524-581).
This text was present in the draft 524-595 label because it was a more recent registration, and seems
even more pertinent to the SmartStax 524-581 label.

This product may be combined or produced through conventional breeding with other registered
plant-incorporated protectants that are similarly approved for use .in combination, through
convenijonal breeding, with other regisiered plant-incorporated protecianis to produce inbrea
corn lines and hybrid com varietles with combined pesticidal fraits.

Regards, Austin Burns,
Reguiatory Affairs Manager, Monsanto Company

----- original Message-----

From: Mendelsohn.Mike@epamail.epa.gov [mailto:Mendelsohn.Mike@epamail.epa.gov)
Sent: Friday, October 2B, 2811 4:57 PM

To: BURNS, 1 AUSTIN [AG/1000]

Cc: JENKINS, DANIEL J [AG/1920]; BOOKOUT, JEFFREY T [AG/1000]

Subject: RE: Registration Extension for S5X RIB Complete

Thanks Austin.

Best Regards,

Mike Mendelsohn

Senior Regulatory Specialist

Office of Pesticide Programs/ Biopesticides and Pollution
Prevention Oivision (7511P)

U.5. Environmental Protection Agency
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12@0 Pennsylvania Avenue NW

Washington DC 28458

(7@3) 388-8715

(7@3) 463-7382 Blackberry

(703) 308-7026 (fax)
http://www.epa.gov/pesticides/biopesticides

From: "BURNS, J AUSTIN (AG/18@@)" <j.austin,burns@monsanto.com>
To: Mike Mendelschn/DC/USEPA/USBEPA
Ce: "JENKINS, DANIEL J (AG/192@)"

<daniel.j.jenkins@monsantco.com>, “BODKOUT, JEFFREY T
(AG/10e@)" <jeffrey.t.bookout@monsanto.com>

Date: 18/28/2011 85:05 PM

Subject: RE: Registration Extension for S5X RIB Complete

Dear Mr. Mendelsohn: please see the attached updated registration
extension request documents for MON 89634 x TC1587 x MON 88017 x
DAS-59122-7 RIB Complete. A hard copy of the submission will be made to
the EPA early next week. This email contains the (BI-deleted
Transmittal Document, Volume 1, and submission cover letter.

Best Regards,

J. Austin Burns

Monsanto Company, St. Louis, MO.
314-694-5514

Ccﬁ
Dan Jenkins, Monsanto
Jeff Bookout, Monsanto

This e-mail message may contain privileged and/or confidential
information, and is intended to be received only by persons entitled
to receive such information. If vou have received this e-mail in
error, please notify the sender immediately. Please delete it and
all attachments from any servers, hard drives or any other media.
Other use of this e-mail by vou is strictly prohibited.

All e-mails and attachments sent and received are subject to
monitoring, reading and archival by Monsanto, including its
subsidiaries. The recipient of this e-mail is solely responsible for
checking for the presence of "Viruses" or other "Malware™.

Monsanto, along with its subsidiaries, accepts no liability for any
damage caused by any such code transmitted by or accompanying

this e-mail or any attachment.

The information contained in this email may be subject to the export
control laws and regulations of the United States, potentially

10
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Page 3 of 3

including but not limited to the Export Administration Regulations
(EAR) and sanctions regulations lssued by the U.S. Department of
Treasury, Office of Foreign Asset Controls (OFAC). As a reciplent of
this information you are obligated to comply with all

applicable U.8. export laws and regulations.

11



MONSANTO
imacine

J. Austin Burns
Regulatory Affairs Manager hon SAmti Cons pgu;
(314) 694-6514 800 NORTH LINDBERGH BLYD

ST. Lowis, MissDum &3137
hitp:/ /www.mensanto.com

June 10, 2011

Document Processing Desk (PETN)

Office of Pesticide Programs

Biopesticides and Poliution Prevention Division (7511P)
U.S. Environmental Protection Agency

Room $-4900, One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202-4501

Attn:  Dr. Sheryl Reilly, Team Leader 92

Subject: Application to extend the registration of MON 89034 x TC1507 x MON 88017 x
DAS-59122-7; EPA Registration Number 524-581; non-PRIA.

Dear Dr. Reilly:

Please find an application for the registration extension of MON 89034 x TC1507 x MON 88017
x DAS-59122-7 Insect Protected, Herbicide-Tolerant Corn (EPA Reg. No. 524-581) enclosed.

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 Insect Protected, Herbicide-Tolerant
Corn was conditionally registered on July, 20, 2009. The initial time-limited registration expires
on November 20, 2011. During the initial registration period, Monsanto, in conjunction with
Dow AgroSciences (EPA Reg. No. 68467-7), has provided further information supporting this
product in accordance with the terms and conditions of registration. This current application
request is to extend the EPA Reg. No. 524-581 for 15 years based on the EPA’s revised
registration duration scheme for PIP products representing reduced risk for developing insect
resistance (Optimum® AcreMax™ B.t. Comn Seed Blends BRAD; August 4, 2010, p19). Under
this revised guidance, dual effective dose PIP products in which the EPA science assessment
determined is at least 150% as durable as a baseline single toxin product with a 20%"0 iernal
refuge are eligible for a 15 year registration (determination within the SmartStax® BRAD and
summarized in EPAs SmartStax Pesticide Fact Sheet, July 29, 2009, p8). An updated data
matrix is being supplied with this application. No other changes are being mads t{Q:the
registration conditions as part of this registration extension request and a timely rev‘iew and
decision is therefore requested. L

PRI

Monsanto Company 11-CR-192E-1R Page 1 of 3
12



Pursuant to this application, attached 1s a letter from Dow AgroSciences authorizing data citation
related to Events TC1507 and DAS-59122-7.

The documents accompanying this submission are listed in the table below. The table includes
the classification categories “A”, “B”, and “C” for each document, as defined by the Agency:

* Category “A”: Materials that can be released to anyone, regardiess of affiliation to a
foreign or multi-national pesticide producer,

* Category “B”: Information can be released only to individuals that attest they are not
employees or agents of a foreign or multi-national pesticide producer, as per FIFRA
Section 10(g).

= Category “C”: Confidential Business Information that is protected from any disclosure
indefinitely by provisions put forth by the EPA, as per FIFRA Section 10.

A CD-ROM containing the fully releasable ("A"} documents, with the exception of the data citation
authorization letter, is provided in .pdf format.

Itis Monsanto’s understanding that this request is a non-PRIA action.

¢ Fee category: Non-PRIA Amendment
¢ Fee category amount: $0

(R IA

Monsanto Company 11-CR-192E-1R Page 2 of 3 13



Documents accompanying this application for registration

VYolume

Category

Document

Hard copy

pdf file for
E-docket

N/A

A

Cover letter

7

7

N/A

A

Dow AgroSciences data citation letter

NG

N/A

A

Transmittal document

"

7

Administrative Materials to Amend the
Registration of the Plant-Incorporated
Protectant,  Bacillus  thuringiensis
CrylA.105, Cry2Ab2, CrylF, Cry3Bbl,
Cry34Abl, and Cry35Abl1 Proteins and
the Genetic Materials (Vectors PV-
ZMIR245, PHP8999, PV-ZMIR39, and
PHP17662) Necessary for their
Production in MON 89034 x TC1507 X
MON 88017 x DAS-59122-7

Confidential Statement of Formula

Should you require any additional information regarding this application please feel free to
contact Daniel Jenkins at 202-383-2851, or myself at 314-694-6514,

Sincerely,

(7{%@ Burns, Ph.D.

Regulatory Affairs Manager
Monsanto Company

cc: Mike Mendelson, EPA/OPP/BPPD
Russell Schnetder, Monsanto
Nicholas Storer, Dow AgroSciences
Stephanie Burton, Dow AgroSciences

Monsanto Company

11-CR-192E-1R

R

Page 3 of 3
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Dow AgroSciences, LLC
9330 Zionsville Road
Indianapolis, IN 46268-1054

Dow AgroSciences

May 13, 2011

Document Processing Desk

Office of Pesticide Programs {7504P)}
U.S. Environmental Protection Agency
Room 5-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Attn: Dr. Keith Matthews, Esq., Director Biopesticide and Pollution Prevention Division
LETTER AUTHORIZING DATA CITATION

We hereby confirm that Agrigenetics, Inc. d/b/a Mycogen Seeds ¢/o Dow AgroSciences LLC, on behalf of itself and
its affiliates, (collectively, “Dow AgroSciences™} authorizes Monsanto Company (Monsanto} to cite, and the U.8.
Environmental Protection Agency (EPA) to refer to, data previously submitted by Dow AgroSciences in connection
with any of the following products;

= Insect-protected, glyfosinate-tolevant maize containing the CrylF and PAT proteins, Event TC1507
(DAS-01507-1); o S :

» Insect-protected, gliyfosinate-tolerant maize containing the Cry34/354b1 and PAT proteins, Event DAS-
39122-7 (DAS-59122-7)

and all relevant data that Dow AgroSciences has provided EPA to support the Section 3 registration extension for
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 Insect-Protected, Herbicide-Tolerant Corn {(SmartStax®),
EPA registration No. 68467-7.

This autherization shall not be construed as authorization to use or consider said data, directly or indirectly, in
support of any application submitted by any other applicant, for an application by Monsanto for activities other than
the registration request as described herein, or for any other regulatory entity to refer to or rely on this data. Dow
AgroSciences does not grant permission for citation or reference of this data for any use not specifically stated
herein, does not grant permission for citation or reference of data (including future data) not specified herein, and
nothing in this agreement grants permission for the U.S. EPA to provide copies of any data to any party. e

If you require further information, please contact the undersigned at 317-337-3692. yaas

Best Regards, »

Gregory L. Orr, Ph.D. . .
Global Regulatory Leader ~ Corn Traits Ciaaaa
Dow AgroSciences LLC ’

SmartStax® multi-event technology developed by Dow AgraSciences and Monsante,
ESmortSiax is a registered trademark of Mensanite Technology LLC.

15
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MONSANTO

TRANSMITTAL DOCUMENT

SUBMITTED BY

Monsanto Company
800 N. Lindbergh Blvd.
St. Louis, MO 63167

REGULATORY ACTION IN SUPPORT OF WHICH
THIS DOCUMENT IS SUBMITTED

Administrative Materials for the Application to Amend the Registration of the Plant-
Incorporated Protectant, Bacillus thuringiensis Cryl1A.105, Cry2Ab2, CrylF, Cry3Bbl,
Cry34Abl and Cry35Ab1 Proteins and the Genetic Materials (Vectors PV-ZMIR245,
PHP8999, PV-ZMIR39, and PHP17662) Necessary for their Production in
MON 89034 x TC1507 « MON 88017 x DAS-59122-7

~ EPA Reg. No. 524-581

TRANSMITTAL DATE

June 10,2011 DI

PERTEE

MONSANTO REFERENCE No. S -

Frro:o

11-CR-192E-1R

R

I
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LIST OF SUBMITTED DOCUMENTS

Administrative Materials

Volame 1. Administrative Materials for the Application to Amend the Registration of
the Plant-Incorporated Protectant, Bacillus thuringiensis CrylA.105,
Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, and Cry35Ab1 Proteins and the
Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and
PHP17662) Necessary for their Production in MON 89034 x TC1507 x
MON 88017 x DAS-59122-7; EPA Reg. No. 524-581

MRID Number

Company Official: ,..__% el &0 -20/|

(. Adstin Burns, Ph.D. Date
Regulatory Affairs Manager
(314) 694-6514

Company Name:  Monsanto Company
Company Contact: Daniel Jenkins, J.D., M.S.

U.S. Agency Regulatory Affairs Manager
(202) 383-2851 -

R
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VOLUME 1
Administrative Materials for the Application to Amend the Regisiration of the Plant-
Incorporated Protectant, Bacillus thuringiensis Cryl A.105, Cry2Ab2, CrylF, Cry3Bbl,
Cry34Ab1 and Cry35Ab1 Proteins and the Genetic Materials (Vectors PV-ZMIR245,
PHP8999, PV-ZMIR39, and PHP17662) Necessary for their Production in
MON 89034 x TC1507 x MON 88017 x DAS-59122-7

EPA Reg. No. 524-581

AUTHORS
Bradley A. Comstock
J. Austin Bums, Ph.DD.

SUBMISSION DATE

June 10, 2011

SUBMITTING REGISTRANT
Monsanto Company

800 N. Lindbergh Blvd.
St. Louis, MO 63167

MONSANTO REFERENCE No. A

11-CR-192E-1R s :
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The text below applies only to use of the data by the United States Environmental
Protection Agency (U.S. EPA) in connection with the provisions of the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA).

STATEMENT OF DATA CONFIDENTIALITY CLAIM

No claim of data confidentiality is being made for information contained in this
document on the basis of its falling within the scope of FIFRA §10(d)(1)(A), (B), or (C).
However, a supplemental data confidentiality claim is being made for some information
claimed herein. The applicable information has been removed to a confidential
attachment.

“We submit this material to the United States Environmental Protection Agency
specifically under requirements set forth in FIFRA as amended, and consent to use and
disclosure of this material by the EPA strictly in accordance with FIFRA. By submitting
this material to EPA in accordance with the method and format requirements contained in
PR Notice 86-3, we reserve and do not waive any rights involving this material that are or
can be claimed by the company notwithstanding this submission to the EPA.”

COMPANY: Monsanto Company

COMPANY AGENT: / M

T @;&1{1 Bums, Ph.D.
Regulatory Affairs Manager

DATE: June 10, 2011

Py opor o3y

>>>>>>
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GLP COMPLIANCE STATEMENT

The materials in this volume do not meet the requirements of the Good Laboratory
Practice Standards, 40 CFR Part 160. This volume provides the administrative materials
for the Application to amend the registration of the plant-incorporated protectants,
Bacillus thuringiensis Cryl A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl and Cry35Ab1
proteins, and the genetic materials (vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and
PHP17662) necessary for their production in MON 89034 x TC1507 x MON 88017 x
DAS-59122.7, and therefore were not developed in compliance with 40 CFR Part 160.

./W

&0 — 2ol
Submitter Date
J. Austin Bumns, Ph.D,
Regulatory Affairs Manager
%/d M/’—& Lo =70~ 11
A7 7" Sponsor Date

Jeffrey T. Bookout, M.S., M.B.A.
Corn Regulatory Affairs Lead

Zrad Y oo

Stidy Director
Bradley A. Comstock
Regulatory Affairs Manager

Monsanto Company 11-CR-192E-1R
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Please read instructions on reverse before completing form,

Form Approved. OMB No. 2070-0060. Approval Expires 2-28-95

vﬁrE PA

United States

Environmental Protection Agency
Washington, DC 20460

I:' Registration
iE Amendment
Other

OFFP idenfifier
Number

Application for Pesticide — Section |

1. Company/Product Number

File Symbol 524-381

2. EPA Product Manages

Dr. Sheryl Reilly

Company/Product {Name)

MON 89034 x TC1507 x MON 88017 x DAS-59122-7

PM #
92

3. Proposed Classification

E None D Restricted

5. Name and Address of Applicant {include ZIP Code)
Mongsanto Company

800 North Lindbergh Blvd.

St. Louis, MO 63167

D Check if this is a new address

EPA Reg. No.

6. Expedited Review. In accordance with FIFRA Section 3{c){3)B)(i), my
product is similar or identical in composition and kabeling to:

Product Name

Section - H

X
[]

[ ]

Amendment — Explain below.

Resubmission in response lo Agency letter dated

Notification — Explain below.

Final printed tabels in response to
Agency letter dated

"Me Too” Apptication.

i:l Other — Explain below.

Explanation: Use additionat page{s) if necessary. {(Fos Seclion | and Section 11,)
Application to Amend the Registration of the Plant-Incorporated Protectant, Bacillus thuringiensis Cryl A.105, Cry2 Ab2, CrylF, Cry3Bbl,
Cry34Abl, and Cry35Ab1 Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and PHP17662) Necessary
for their Production in MON 89034 % TC1507 x MON 88017 x DAS-59122-7 to extend conditional regigtration 524-581

Section — HI

“Materlal This Product Will Be Packaged In:

«. «d-Resistant Packaging Unit Packaging Water Solubte Packaging
Yes* Yes Yes E Metal
Plastic
m ml m e
* Certification must If *Yes” No. per If "Yes” No. par [ ] Paper
be submitted Unit Packaging wgt. Container Package wygt. Container ot
ther
{(Specify)

2. Type of Container

3. Location of Net Contents Information
D Container

D Label

4. Size{s) Retail Container

Various

5. Location of Label Directions

D On Label

D On Labeling accompanying product

6. Manner in Which Label is Affixed to Product

[ ] other

D Lithograph
Paper glued

I:I Stenciled

Section -1V

1. Contact Point (Complele ifems directly below for identificalion of individual fo be conlacted, if necessary, fc process ffis application.)

Name Title Telephone:Ng. {ihsiude Area Code)
Daniel J. Jenkins, J.D., M.S. U.S. Agency Regulatory Affairs P (202§ §§3f§g§1
Manager RS EN
Certification " 5. Date Application
{ certify thal the slalements | have rmade on lhis form and all attachments lherelo are frue, accurate and complete. ' Rece'veiais R
| acknowledge that any knowingly false or misleading slatement may be punishabie by fine or imprisonment or e I VEy =
both under applicable faw. : ) (Stﬂ!*;'?e?')
2. Signature 3, Title . T
- / M Regulatory Affairs Manager % R
fpedRiathe 5. Date

I tin Burns, Ph.D.

Tel. (314) 694-6514

Fune 10, 2011

EEEN: IR

EPA Form 8570-1 {Rev. 3-94) Previous editions are obsolete.

Monsanto Comparny

11-CR-192E-1R

Page 5 of I08

White - EPA File Copy (original)  Yellow - Apalitant %oiy




CONFIDENTIAL STATEMENT OF FORMULA

{CBI Cross Reference Number 1}
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aE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S. W.
WASHINGTON, D.C. 20460

Paperwark Reduction Act Notice: The public reporiing burden for this collection of information is estimated to average 1.25 hours per response for
‘registration and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of informabion, including suggestions for reducing the
burden to Director, OPPE Information Management Division (2137}, U.5. Environmental Protection Agency, 401 M Street, S.W., Washington DC, 20460.
Do not send the completed form to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Teephone Number. EPA Registration Number { File Symbol;
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 594581

(314) 684-6514
Active Ingredient(s) and/or representative test compound(s). Bacillus thuringiensis CrylA 105, Date:
Cry2AbZ, CrylF, Cry3BblI, Cry34Abl, and Cry35Ab1 Proleins and the Genetic Materials ¥
(Vectors PY_ZMIR245, PHP8999, PV-ZMIR39, and PHP17662) Necessary for their Production | 3¢ 10, 2011
in MON 89034 x TC1507 x MON 88017 x DAS-59122-7

General Use Pattern(s) (list all those claimed for this product using 40 CFR Part 158: Product Name:
Terrestrial field crop MON 89034 x TCI507 x MON 88017 x
DAS-59122-7

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your labdl, you do not
nead to submit this form. You must submit the Formulator's Exemption Statement {(EPA Form 8570-27).

D I am responding to a Qata-Call-in Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form
should be used for this purpose).

Section I: METHOD OF DATA SUPPORT (Check one method only)

{ am using the cite-all method of support, and have included with I am using the selective method of suppon {or cite-all option under
D this form a list of companies sent offers of compensation (the N the selective method), and have included with this form a
Data Matrix Form should be used for this purpose). 7N completed list of data requirements (the Data Matrix form must be
used).

Section Il. GENERAL OFFER TO PAY

i D [Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more dala requirements]
| herehy offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA,

Section Hi: CERTIFICATION

: 1 certify that this application for registration, this form Tdr reregistration, or this Data-Call-In response is supported by all data submitted or cited in -
the application for registration, the form for registration, or the Data-Call-In response. In additfon, if the cite-all option or cite-all option under the selective
method is indicated in Section 1, this application is supported by all data in the Agency's files that {1) concern the properties or effects of this product or
an identical or substantially similar product, one or more of the ingredients in this product; and (2} is a type of data that would be required to be submitted
under the data requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or
simitar composition and uses.

[ certify that for each exclusive use study cited in support of this registration or reregistration, that | am the original data submitter or that | have obtained
the written permission of the original data submitter to cite that study.

| certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) | am the original data
submitter; (b} | have oblained the permission of the original data submitter to use the study in support of this application; (c) all perfods of eligibility for
compensation have expired for the study; (d) the study is in the public Rterature; (e} | have notified in writing the company that submitted the study and
have offered (I} to pay compensation to the extent required by sections 3(c)(1)F) andfor 3(c)(2)(B) of FIFRA; and (i) to commence negotiations to
determine the amount and terms of compensation, if any, to be paid for the use of the study.

| cartify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in
accordance with sections 3(c)(1)(F) andfor 3{c}2)B) of FIFRA are avallable and will be submitted o the Agency upon request. Should | fail to produce
such evidence to the Agency upon request, | understand that the Agency may initiate action to deny, cancel or suspend the registrafion of my product in
conformity with FIFRA,

{ certify that the staterments [ have made on this form and all attachments to it are true, accurate, and complete. 1 acknowledge that any
knowingly false of misleading staternent may be punishable by fine or imprisonment of both under the applicable aw.

Signature Date Typed or Printed Name and Title
] M June 10, 2011 J. Austin Burns, Ph.D.
Regulatory Affairs Manager

EPA Form 8570-34 (9-87) Eleciranic and Paper versions available. Submit only Paper version,

Monsantoe Company 11.CR-192E-1R Pagedlf of 108




SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0080

Paperwork Reduction Act Notice: The public reporting burden for lhis collection of information is estimated lo average 0.25 hours per response tor regislralion activilies and 0.25 hours per
response for reregistralion and special review aclivittes, including time for reading the instruclions and campleling the necessary forms, Send comments regarding lhe burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137}, U.S. Envirenmental Protection Agency,
4{1_M Slreet, S.W., Washington, DC 20480. Do not send the form Io lhis address,

DATA MATRIX

Date: June 1, 2011

EPA Reg. No/File Symbol: 524-581

Page 1 ol 64

Applicant'stRegistranl’s Name & Addrcss:
Monsanto Company, 800 N. Lindbergh Bivd., St. Louis, MQ 63167

Product:

MON 89034 > TC1507 * MON 88017

DASB-59122-7

Ingredient  Bacillus tHurfngiensis Cry 1A 105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, and Cry35Ab1 Proleins and the Genetic Malerials (Vectors PV-ZMIR245, PHP899S, PV-ZMIR39,
and PHP17662) Neccssary for Lheir Production in MON 89034 x TC1507 x MON 88017 x DA S$-39122-7 (OECD Uniguc ldenlifier; MON-89@34-3 3 DAS-@15437-1 x MON-88@17-3

DAS-59122-7)

Guideline Referenec Number

Guideling Study Name

MRID Numnber

Submitter

Status

Notc

Adminigtrative Materials for the Application to Aincnd
the Plant-lucorporated Protectant, Baciies vinglensis
Cryl 4,105, Cry2Ab2, CryIF, Cry3Bbl, Cry34Abl, and”
Cry35Ab1 Protcing and the Genetic Matenials (Vectors
PY-ZMIR245, PHP84999, PV-ZMIR3Y, aud PHP17662)
Necessary, for their Production in MON 89034 < TC1507
*x MON 88017 x DAS-50122.7

Monsanwo Company

OWN

Administrative
This Application

Goodwin, B.K., Marra, M.C,, and N.E, Piggott, 2009,
Farm-Level Benetits of a Refuge Reduetion for
SmariStax ™. A report from Agri-Analytics, e,

N/A

Monsanto Coinpany

OWN

Supporting
Information

Bums, LA, 2000, The Benefits of Refiuge Reduction 1o
3% for SmartStax Com

47943702

Monsanto Company

OWN

Supporting
Information

Bums, LA, 2009. Response to U.S, EPA BPPD Leuer,
Dated March 19, 2009 Regarding Applications to Register
MON 89034 xTC1507 x MON 83017 x DAS-59122-7
EPA Filc Symbols: 524-LIR (MON); D-395123 (DAS),

N/A

Monsanto Company

OWN

Supporting
tnformation

Bogdanova, N., J.A. Burns, G, Head, et. al. 2009,
Condition of Registration for MON 89034 x TC1507 =
MON 88017 * DAS-59122-7 luscel-protected and
Herbicide Tolerant Com: Compliance Assutance Plan

47883601

Monsanto Company

OWN

Ternis and
Conditions

Bogdanovs, N., J. Carden, J. Lamkbert, ct. al. 2009,
Educationzl Matcrials and Information of IRM
Requirements Provided by Monsanto Company to
Growers of MON 89034 »x TC1507 x MON 88017 x
0OAS-59122-7 Inscct-proteeted and Herbicide Tolerant
Com

47883602

Monsanto Company

OWN

Tenus and
Conditions

Signature SIGNATURE PAGE FOR 64 PAGES

A=

Nagme and Title
I Austin Burns, Ph.D.
Regulalory Affairs Manager

Date
June i, 2011

ERA Form 8570-35 {9-87}-Electronic and Paper versions available, Submit only Paper version.

Monsante Company

11-CR-192E-1R

Page 18 of 108
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~ : Form Approved QOMB No, 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
41 M Street, S.W,
Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this coitection of information is estimaled to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregislration and special review activilies, including time for reading Lhe instruclions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspect of this collection of information, inciuding suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send Lhe form Lo Lhis address.

DATA MATRIX

Date: June 1, 201t EPA Reg. NoJ/Fijc Symboi: 524-381 Page 2 of 64

Appticanfs/Registranl's Nanic & Address: Produet: MON 89034 > TC1507 » MON g8017 x
Monsanto Company, 800 N, Lindbergh Bivd,, St. Louis, MO 63167 DAS-59122-7

tugredient  Bacilins tharingiensis CrytA 105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, and Cry35Ab! Proteins and the Genetic Malerials {Veclors PV-ZMIR245, PHP8999, PV-ZMIR39,
and PHP176a2 ) Necessary for Lheir Production in MON 82034 = TC1507 x MON 88017 x DAS-59t22-7 (OBCD Unique ldenlifier: MON-8934-3 x DAS-@15637-1 x MON-8R@ 1 7-3x
DAS-59122-7)

Guidetine Reference Number (uideting Study Name MRID Number Submiticr Slatus Nole

Head, G., W. Maar, and N, Slarer. 2009, taseet

Resistance Moniloring and a Remedial Action Plan for
MON 89034 = TC1507 » MON 880t7 < DAS-59t22.7 Tenns and
Insect-protceted and Herbicide Tolerant Com ) 47883603 Monsanio Company OWN Condilions

Kelier, P. 2011, Annnal Saics Report for MON 8t0,
MON 863; MON 863 x MON 5t0, MON 88017,
MON 88017 x MON 810, MON 80034, MON 88017 x
MON 89034, and MON 88017 » MON R0(34 = TC1507 Terms and
% DAS-59122-7 4836780t onsaulo Company OWN Conditions

Submission of Pesticide Use Dala in Suppaott of the
Registrations of MON B0, MON 863, MON 863 x
MON %10, MON 880t7, MON 880t7 « MON 810,
MON 88034 (x NK603), MON 89034 = MON 88017, Ternis and
MON 89034 x TC507 x MON §80t7 x DAS-59t22.7 48367800 Monsanlo Conipany OWN Conditions

Zahora, A, and P. Ketler. 20tt. 2010 tnscct Resistance .
Management Complianee Assurance Program Report for
MON 89034 > TCt507 » MON 880t7 x DAS-50t22-7

tnscct-protecied and Herbicide Tolerant Com 48367901 Monsanto Company QWN tRM

Submission of Efficacy Dala in Support of the

Registralion of MON 89034 x TCt507 x MON 88017 = Product

DAS-59122-7 48360700 Monsanlo Conipany OWN Characlerization
Signalure Name and Title Date

See Page 1 for Signature 1. Auslin Burns, Ph.D. June 1, 2011
Regulatory Affairs Manager

EPA Form 8570-35 (2-97) Electronic and Paper versions available. Submil only Paper version. Agency Internal Use Copy
Monsante Company 11-CR-192E-1R Page 19 of 108
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-~ Form Approved OMB No, 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this colleclion of informalion is eslimated to average 0.25 hours per response for registralion activilies and 0.25 hours per
response for reregistralion and special review actlivilies, including lime for reading (he inslruclions and compleling the necessary forms. Send comments regarding the burden eslimale or any

olher aspect of this collection of information, including suggeslions for reducing the burden lo: Direclor, OPPE Information Managemenl Division (2137}, U.S. Environmenlal Proteclion Agency,
401 M Slreet, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: June 1, 2011 EPA Reg. No/File Synibol: 524-581 Page 3 of 64

Applicant's/Registrant's Namc & Address: Product: MON 89034 x TCI1507 x MON 88017 x
Monsanlo Comnpany, 800 N. Lindbergh Bivd., St. Louis, MO 63167 DAS-59122-7
Ingredicnt  Baciflus thuringiensis CrylA.103, Cry2Ab2, CrylF, Coy3Bb1, Cry34Abl, aud Cry35AbI Prolcins and the Geuelie Materials {Veclors PV-2ZMIR2435, PHPE999, PV-ZMIR 39,

and PHP17662} Necessary for lleir Produclion in MON 89034 x TC1507 x MON 88017 = DAS-59122-7 (OECD Unique ldenlifier: MON-89G34-3 x DAS-@1587-1 x MON-88Q [ 7-3x
DAS-39122.7}

Guideline Reference Number Guideline Study Name MRID Mumber Subnmiticr Status Notc
Head, G., M. Carroll, L, Stork, ct. al. 200 1. Com
Rootwornt Adult Encrgence froin MON 89034
TC1507 x MON 88017 = DAS-55122-7, MON 88017,
DAS-59122-7, and Non-Bt Corn with Various Egg ’
Densitics in 2010 LS. Ficld Trials 48369701 Monsanio Company OWN IRM

Administrative Materials for the Application fo Register
the Plant-ncotporated Protoctant, Bacifins nmringiensis
CrylA.105, Cry2Ab2, Cry(F, Cry3Bbl, Cry34 mud
Cry335 Proteins and the Genetic Materials {Yectors PV-
ZMiIR245, PHPESSS, PV-ZMIR3%, and PHP17662)
Neeessary for their Production in MON 89034 x TC1507

x MON 88017 x DAS-59122-7. Monsanto Company OWN Adininistrative

Bums, §.A. 2008. Human Health and Enviromncntal
Assessment of tie Plant-Incorporated Protectant Baciffees
ruringiensis Cry LAL105, Cry2Ab2, CryIF, Cry3Bbl,
Cry34Abl, and Cry35Ab | Proteins Produced in the .
Combined Trait Com Product MON 89034 » TC1507
MON 88017 = DAS-59122-7. Monsanto Tcchnical
885.1100 Report MSL0021223, 47444901

Rice, I.F. 2008, Summary of Southcmn Blot Analyscs to
Confirin tlic Presence of MON 89034, TC1507, MON
88017, and DAS-59122-7 in the Combined Trait Com
Product MON 85034 = TC(507 x MON 88017 % DAS-.
£8S.1100 59122-7. Monsante Teelnical Report MSLOO2 1265, 47444002

Product
Monsanio Company OWN Chiatacicrization

Product
Monsanto Company OWN Charactlerization

Taylor, J.P., §.R Groal, and J.D. Masucci. 2007, Southcra
Blot Analyses to Confirm the Presence of MON 859034
and MON 88017 in the Coinbined Trait Com Product
MON 85034 x TC 1507 x MON 88017 = DAS-59122-7.

Product
8%S.1100 Monsanto Technical Report MSL0020682, 47444903

Monsanlo Company OWN Charactcrization

Stgeature Namme and Title Date
See Page 1 for Signature J. Aqstin Burns, Ph.D. June 1, 2011
Repulatory Affairs Manager

EFPA Form 8570-35 (8-97) Eleclronic and Paper versions available. Submit only Paper version, Agency Internal Use Copy
Monsante Cotmipany 11-CR-192E-1R ' Page 20 of 108
27




e

P e Form Approved OMB No: 2670-0060
ﬁ'E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washiﬂgzon, D.C. 20460

Paperwork Reductlon Act Notlce: The public reporting burden for this collection of informafion is estimated to average 0.25 hours per response for registralion aclivities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instruciions and completing the necessary forms. Send comments regarding the burden estimate or any
olher aspect of this collection of information, including suggestions for reducing the burden to: Director, OFPE Information Management Division {2137), U.5. Enviranmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Daie: June 1, 2011 EPA. Reg. Ne/File Symbol: 524-381 Pagc 4 of 64

Applicant's/Repistrant's Name & Address: Product: MON 89034 x TCI507 x MON 88017 x
Monsanto Company, 860 N. Lindbergh Bivd., 8t. Louis, MO 63167 DAS-59122-7

ingredient  Bacilins tinringiensis CrylAL165, Cry2Ab2, CryIF, Cry3Bbi, Cry34Abl, and Cry35Ab1 Proteins and the Cienetic Matcrials (Vectors PV-ZMIR245, PHPR999, PV-ZMIR39,
and PHP17662) Necessary for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-7 {OECD Unique ldentifier: MON-89534-3 x DAS-@1507-1 x MON-88@7-3x
DAS-59122-7)

Guidelinc Referenes Number Guidclne Study Name MRID Number Submiter Slatus Note

Sehafer, B.W., C.Q. Cia, and 8.K. Embrey, 2008,
Scuthem Blet Aalyses to Confirm the Presenee of
TC150% and DAS-59122-7 in the Combined Trait Com
Produet MDN 82034 = TCI1507 x MON 88017 x DAS-

. Produet
885.1100 39122-7. Dow AgroScicnces Study 1D 071179, g 47444904 Monsante Company OWN Characterization

Murphy, LA, and LS. McClaim. 2008. Supmmary of

Cryl A105, Cry2Aab2, CrylF, Cry3Bb ), CP4 EPSPS,

Cry34Abl, Cry3540) and PAT Protein Levels in the

Cembined Trait Com Product MON 88034 = TC 1507 »

MON 88017 x DAS-59122-7 Preduced 1n US Field Tnaty ' Product
£85.1100 in 2006. Monsanlo Technical Report MSL0021265. 47444905 Monsanto Compary OWN Charactetization

Stillwel), L. and A. Silvanovich, 2007, Assessment of

Cryl A.105, Cry2Ab2, Cry3Bbl, and CP4 EPSPS Proicin
Levels in the Combined Trait Com Product MON 83034
* TCE507 » MON 88017 » 3AS-59122-7. Monsanto Production

§85.1100 Technical Report MSL0021470. 47444906 Monsanto Company OWN Characterization

Phillips, A.M. 2008, Cry34Ab1, Cry35Ab1, Cryil, and’
PAT Protein Levels in Hybrid Maize TC1507, DAS-
58122-7, MON 89034 = TC1507 * MON 88017 % DAS-
59122-7, and a Conventiotal Control from the Mouganto

2006 Prodnction Plan 06-01-52-04. Dow AgroScicnecs Product
R%5.1100 Simdy 1D 061026.06, 47444907 Mensanto Comjlany OWN Characterization
Luvine, 8. 2008. Studies Performed 1o Evaluate the
Potential for Interaciions among Cry Proteins Protluced .
by MON 89034 % TC1507 x MON 88017 x i‘;:;;‘;;“gﬁ‘l““'
N/A DAS-59122-7. Monsanto Technical Report MSL002 {267, 47444908 Maonganto Company OWN
Signature Name and Title Date
See Page 1 for Signature 1. Austin Burns, PleD. June [, 2011
' Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versiohs available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company 11-CR-192E-IR Page 21 of 108
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o~ Form Approved OMB No. 2070-0060
E pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Sireet, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The pubtic reporting burden for this collection of information is estimated o average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review adtivities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Managemen Division (2137}, 1.5, Environmental Protection Agency,
401 M Street, 5.W., Washington, DC 20460, Do not send the forrm fo this address.

DATA MATRIX

Date; Juoe 1, 2011 EPA Reg. No./Fite Symbot: 524-581 J Page 5 of 64

Apelicant's/Registrant's Name & Address: Product: MON 89034 x TC1547 » MON 88017 =
Monsanio Company, 8006 N. Lindbergh Blvd,, St. Louis, MO 63167 DAS-59122-7

tngredient  Bacilius thuringlensis Cryl A105, Cry2 Ab2, CrylF, Cry3Bbl, Cry34Abt, and Cry33ADb1 Proteins and the Genelic Materials (Vectors PV.ZMIR245, PHP8999, PV-ZMIR39,

and PHP17662) Necessary for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-7 (OECD Uunique Identifier: MON-89334-3 x DAS-@1507-1 x MON-88@17-3x
DAS-59122-7)

Guidctine Refgrence Numbcr Guideling Stody Name MRID Number Submiticr Status

Notoe
MacRac, T. 2008. Evzluation of Putential for Interaction
Between the Bacillus tnaringiensis Cry3Bbl, Cry34Abl,
and Cry33AbI1 Proteins. Monsanto Teehnical Report Environmental
NIA MSLO0020554, . 47444905 Monsanto Company QOWN Assess ment

Leving, 8, 2008. Evaluation of the Potential for

Intcractiéns among Cry Proteins Produced by MON
89034 = TCI1507 «x MON 88017 = DAS-59122-7 by
Insect Bioassay. Monsanto Technicat Report Euvironmental

NIA MSLO002{ 104, 47444940 Mousanto Company OWN Assessment

Head, G. and N. Storer. 2088, {nscet Resistance
Manageincnt Plan for MON 89034 x TC {507 =
MON 88017 = DAS-59422-7. Monsanto Tectmical

N/A Report MSL002 1285. ' 47444911 Monsanto Coingany OWN IRM

t.eving, 8, and J. Hucsing. 2008. Endangered Specics
fmpact Assessmenl for the Combined Trait Com Product
MON 89034 = TC1507 = MON 88017 x DAS-39t22-7.

. ( Environmentat
N/A Monsanto Technicat Reporl MSLO02 1268, 474449172 Monsanto Conmpany OWN Asscsstaent

Paradise, ¥, 2008. Evalualion of Potential Dictary Effects
of Pollen Frotm the Conmbingd Trait Corn Product MON
89034 x TCt507 « MON 88017 x DAS-57122-7 on the
Ladybird Beetlc Coleomegilla mactaro (Coleoplera:

Coceineltidac). Monsanto Tectmical Report MSL Eavironmenta

885.4340 0021036, 47444913 Monsanio Company OWN Assessment
Signature Name and Title Date
See Page I for Signature ' J. Austin Burns, 1'h.D. June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available, Submit only Paper version. Agency internat Use Copy
Monsanto Company 11-CR-192E-1R Page 22 of 108
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- Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,
Wash‘mgton, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this coliection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregislration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, 3.W., Washington, DC 20460. Do not send the form lo thig address,

DATA MATRIX

Date: June 1, 2014 EPA Reg. NoJFile Symbol: 524-575 [ Page 6 of 64
Applicant's/Registrant's Name & Addross:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product:  MON 89034

Ingredient  Bacilfus thuringiensis Cry 1 A.105 and Cry2Ab2 Proteins and the Genetic Material {Vector PV-ZMIR2435) Necessary for their Production in MON 89034 {OECD Unique
ldentificr: MON-89{134-3)

Guideling Reference Number Guideline Study Narne MRID Number Subinitter Status Notc

Updated Comphance Assurance Plan, Educational
Materials, IRM Monitoring, and a Remedial Action Plan
for MON 89034 (EPA Reg. No. 524-575) and

MON 89034 =« MON 58017 (EPA Reg. No. 524-576) Terms &
Inscet-Protected and Berbicide-Tolerant Corn 483696-01 Monsamo Company OWN Conditions

Amuzl Salcs Report for MON 810, MON 863, MON 8a3
* MON R10, MON 88017, MON 88017 » MON 810,
MON £9034, MON 88017 =« MON 82034, and

MON 88017 = MON 89034 = TC1507 = DAS-59122-7
(El'A Reg. Nos. 524-489, 524-528, 524-345, 524-551, Terms &
524-552, 524-575, 524-5376, agd 524-581) 483678-G1 Monsamo Company QOWN Conditions

Enhaneed Insect Resistance Management Complianee -
Assurance Program for Com Borer Protected Bt Corn,

Com Rootworm-Protecied Bt Corn, and Comn Borer / Terins &
Coni Rootwvorm Proiceted Stacked Bt Corn. 48375101 ABSTC PER Conditions
Bascline Asscssmem of Bt Susceptibility ol Com 1RM-
Earworm, Helicoverpa zea, to Cryl A.105; 2009 Condilion of
Collections and Assays (l.ang, B. 2010} 48207401 Monsanto Company GWh Regisiration
Bascline Susceptibility of the Europcan Corn Borer, IRM-
Ostrinia mibilasis, o Cry1A.105 and Cry2Ab2 Bt Condition of
Protcins (Sicefried, B. and Spencer, T, 2010] 48207402 Monsamo Company OWN Repisiration
2019 Inscet Resistance Maitagement Compliance 1RM-
Assurance Program Report for Com Borer Protected Bt Condition of
Com MON 89034 (EPA Reg, No. 524-575) Monsanto Company OWN Registration
Stgnature Name and Title Date
See Page 1 for Signature J. Auslin Burns, Ph.DD. June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company 11-CR-~192E-1R Page 23 of 108
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Farm Approved OMB No, 2070-0080
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

o~
WE PA 401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of inforrnation is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per
response for reregisiration and special review activities, including lime for reading the insiruclions and completing the necessary forms. Send commenis regarding ihe burden estimaie or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Managemeni Division {2137}, U.S. Environmental Protection Agency,
401 M Street, S.W., Washingion, DC 20460, Do not send the form io his address,

DATA MATRIX

Daic: Junc |, 2011

EPA Reg. NoJFilc Symbol: 524-575 j Page 7 of 64

Applicanr'st Registrant's Naine & Address:
Monsanto Company, 800 N. Lindbergh Blvd., 8t. Louts, MO 63167

Produet:  MON 890134

Ingredicnt  Bacillus Huwingiensis CrytA. 105 and Cry2 Ab2 Proieins and ke Geuelic Material {Vector PV-ZM1IR245) Necessary for iheir Produciton in MON 89434 (OECD Unique
Tdentifier; MON-89(34-3) ’
Guideline Refereriee Number Guideling Study Name MRID Nunber Submitter Status Notc
Bascline Suseeptibility of Southwesicrn Com Borer, - IR M-
Diatraea grandiosella, 10 Cryl A.105 amd Cry2 Ab2 Bt Condilion of
Protcins (Seng, Q., Sun, Y. and Wang, Q. 2009) 48207403 Monsanto Company OWN Registration
Annual Sals report for MON 810 (EPA Reg.No. 524-
489}, MON 863 (EPA Reg. No. 524-528), MON 863 x
MON 810 (EPA Reg. No. 524-545), MON 88017 (EPA
Reg. No. 524-551), MON 89034 (EPA Rcg. No. 524-575) Terins &
and MON 89034 x MON 88107 (EPA Reg. Ne. 524-570) 479614-01 Monsante Conmpany OWN Conditionsg
Updatcd Comnpliance Assurance Plan, Educational
Matcrials, IRM Monitering, and a Raincdial Action Plan
for MON 89034 and MON 89034x MON 83017 Inscet- Conditions of
Protected and Herbicide-Tolerant Com (Keller, P. 201 1} 479033504 Monsanto Conpany OWHN Registration
Supplemental information for MRID No. 46951402
“Amended Report for MSL-20072: Molccular analysis of Product
Corn MON §90347. 471275-03 Mousante Company OWN Characterization
Supplemental infermation for MRID No. 46951403
“Agscssment of The Cryl A.105 and Cry2Ab2 Protein
Levels in Tissucs of inscet-Protected Corn MON 9034 Preduci
Produced in 2005 LS, Field Trials™. 47127508 Monsanto Company OWN Chuaracterization
Signature Name and Title Date
See Page 1 for Signature 1. Austin Burns, Ph.D. June 1, 2011
Regulatory Affairs Manager

Monsanto Company

11-CR-192E-1R

ERA Form 8570-35 (8-97) Elecironic and Paper versions available. Submil only Paper version.

Page 24 of 108

Agency Internal Use Copy
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~ Form Approved OMB No. 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washtngton, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20480. Do not send the form to this address.

DATA MATRIX

Date: June 1, 2011 EPA Reg. No./File Symbel: 524-375 [ Page 8 of 64
Applicant's/Regislrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Produc:  MON 89034

ingredient  Bacilhus thiringiensis Cryl A105 and Cry2Ab2 Proteins and the Genetic Material (V ector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
Identifier: MON-8934-3)

Guideling Referciics Number Gridcline Study Name MRID Nnnber Submitler Sialus Noile

Bogdanova, N.N. 2006, Hwman Healih and
Bnvironmoenial Assessment of lie Plant-tncorperated
Protectant Baciling thiringiensiy Cryl A.105 and Product
§835.1100 Cry2Ab2 Proicins Produced in Corn MON 89034, 469514-01 Monsanto Company OWN Characlerizaiion

Rice, 4.5, B}, Wolff, IR, Groal, N.K. S¢anton, I.C.
Jemings, and 1.D. Masucei. 2006, Ameaded Report for
MSL-20072: Molecular Analysis of Com MON 89034, Produgct
835.1100 Monsanto Technical Report MSL-203 11, 469514-02 Monsanlo Company OWN Characterizalion

Hartmann, A 1., K.E. Nicmcyoer, and A. Silvanovich,
2006. Assessment of the Cry LA 105 and Cry2Ab2
Protein Levels in Tissues of Inscei-Prolected Com MON
89034 Produced in 2005 U.S. Ficld Tnals. Monsanto Produci
885.1100 Techpical Report MSL-20285. 46951403 Monsanlo Company OWN Characlerization

Karunanandaa, K., J.J. Thorp, MLE. Golcy, S.L. Levine,
and A. Silvanovich. 2006, Characlerization of the
Cry2 Ab2 Protein Purified from the Comn Grain of MON
89034 and Comparison of the Physicochemical anit
Fanctional Propertics of the Plant-Prodnecd and E. eohi-

Produced Cry2ZAb2 Proicins. Monsanto Technical Report Produci
8851100 MSL-20071. 4695 14-04 Monsanto Company OWN Characlerization
Signature : Name and Title Date
See Page 1 for Signature J. Austin Burns, Ph.D, June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submil only Paper version. Agency Internal Use Copy
Monsailo Company 11-CR-192E-IR Page 25 of 108
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~ Form Approved OMB No. 2070-0080
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is estimated to average 0.25 hours per response for registration activities and .25 hours per
response for reregistration and special review activities, including time for reading the inslructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S, Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send lhe form to this address.

DATA MATRIX

Daie: June |, 2011
Applicant's/Registrant's Name & Address:
Monsanlo Company, 800 N. Lindbergh Blvd., St Louis, MO 63167 Product: MON 85034

Ingredient  Bacitlus thuringiensis Cry LA105 and Cry2Ab2 Proteins and the Genetic Material (Veclor PV-ZMIR245) Necessary for their Prodiiction in MON 89034 (OECD Unigue
Identifter: MON-89(134-3)

Guidcline Referenee Nuinber Guideline Study Nane MRID Nwnber Submitter Status Note

EPA Reg. NoJ/File Symbol; 524-575 [ Page 9 of 64

Levine, S.L. and J, Uffman, 2006, Evalpation of the
Functional Equivalence of the Cry2AB2 Protein Produced
in E.Cofi and Br Against a Scnsitive Lepidopteran Product
885.1 108 Specics. Monsanto Techunical Report MSL-20132, 469514-05 Monsanto Company OWN Charaeterization

Rice, LI, B, Wolff, ).C. Jennings, and 1.1, Masucei.
2005. Summary of Soulhern Blot Analysis of MON
89034 and MON 89597 Com. Monsanto Technical Product
8851100 Report MSL-20068 : 466945-01 pMonsanlo Company OWN Characicrization

Gocriz, B., T. Ganguly, ). Lee, T, Lee, and E.A. Rice.
2005, Charactenization of the Cryl A, 105 Protein
Purificd from the Com Grain of MON 89034 and
Comparison of the Physicochemical and Functiopal
Properties of the Plant-Produced and £.coli-Prodiced

Cry A, 105 Protcins, Monsanto Technical Report MSL- Product
£85.1 100 19960, 466946-04 honsanto Company OWN Characterization

Snpplemental Information for MRID No. 46951402

“Amended Report for MSL-20072: Moleenlar analysis of Prodnct

Cormn MON 80034". 47127503 Monsanto Company OWN Characicrization

Supplemental Information for MRID No. 46951403
*Assessment of the Cryl AL 105 and Cry2Ab2 Protein

Levels in Tissucs of Inscet-Protected Corn MON 89134 Product
Produced in 2065 U.S. Ficld Trials™. 471275.05 Monsanie Company OWN Characterizalion
Signature Name and Title Date
See Page 1 for Signature J. Austin Borns, Ph.D. June 1, 2011
Repulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsante Company 11-CR-192E-IR : Page 26 of 108
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<EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Form Approved OMB No, 2070-0080

401 M Street, S.W,

Washington, D.C. 20460

Paperwork Redustion Act Notice: The public reporting burden for this collection of information is eslimated to average 0.25 hours per response for registralion activities and 0.25 hours per
response for reregisiration and special review activities, including time for reading the inskructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Informalion Management Division {2137}, U.S. Environmental Protection Agency,
401 M Street, 5.W., Washington, DC 20480. Do not send the form to this address.

DATA MATRIX

Date: June 1, 2011

EPA Reg. No/File Symbol: 524-575 * Page 10 of 64

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. L mdbergh Blvd,, St. Louis, MO 63167

MON 89034

Product:

Ingredient  Baeilfus thuringiensis Cry LA 105 and Cry2Ab2 Proteins and Hic Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 {OECD Unique
Identifier; MON-89334-3)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Notc
Bogdanova, N.N. 2005, Structural and Functional
Similarily of the Cry LA 105 Protein to Cryt A Class of
Bociilus vimiringiensis Proteins. Monsanto Technicat Product
235.1100 Report 05-RA-62-01. 460946-0t Mounsanlo Company OWN Characterization
Dudin, Y.A and P. Chiimadurai, 2005. Qualitative
Detection Mcethod for the Cry2Ab2 Protein in Com Leaf
and Secd of MON 89034 and MON 89597, Monsanto Product
860.1340 Teelinical Report 05-BA-39-04. 466945-03 Maonsanto Company WN Characterization
Bonnctte, K.L. 2006. An acute oral toxicity stndy in -
mice with Cry2Ab2 protcin. Monsanto Study CRO-2005- Hunan Heatth
885.3050 {149. 46951406 Monsanto Compamy OWN Assessmont
Kapadin, §.A. and E.A. Rice. 2006, Asscssiment of the iy
vitra Digestibility of the Cry2Ab2 Protein in Simulated Human Health
885.1100 Gastric Finid, Monsanto Technical Report MSL-19931. 469514-07 Maonsanlo Compiny OWN Assessment
Kapadia, S. and E.A. Rice. 2005, Asscssment of the i
vitre Digestibitity of the Cry | A 103 Protein in Simalated Human Health
8851100 hitcstinad Fluid, Monsanto Technical Report MSL-19930. 469514-08 Maonsanto Company OWN Assessment

Signalure

See Page 1 for Signature

Date
June ], 2011

Name and Title
I. Austin Burns, Ph.D.
Regulatory Affairs Manager

EPA Form 8570-35 (3-97) Electronic and Paper versions available, Submil only Paper version.

Monsauto Company

[1-CR-192E-IR

Agency Internal Use Copy

Page 27 of 108
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Form Approved OMBE No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for Ihis colleclion of information is estimaled to average 4.25 hours per response for regislralion aclivilies and (.25 hours per
response for reregistralion and special review aclivilies, including time for reading the instruclions and compleling the necessary forms. Send commenls regarding the burden estimale or any
other aspect of Ihis collection of informalion, including suggestions for reducing the burden lo: Director, OPPE Informalion Managemenl Division {2137), 1.5, Environmental Prolaction Agency,
401 M Slreet, 8. W., Washington, DC 20460. Do nol send the form lo Ihis address.

DATA MATRIX

Date: June |, 2011

EPA Reg. No./Filc Symbol: 524-575 | Page 11 of 64

Applicanf ¢/Registran(’s Name & Address:
Meonsanlo Company, 800 N, Lindbergh Bivd., St. Louis, MO 63167

froduct:  MON 89034

Identifier: MON-89(334-3)

ugredient  Bacilfus thuringiensis Cry LA 103 and Cry2Ab2 Proteing and the Genetic Malerial {Vector PV-ZMIR245) Necessary for their Production in MON 89034 {OECD Unique

Guideling Refercnce Number Guidcline Study Name MRID Number Submilier Status Nole

McCoy, R.L. and A. Silvanovich. 2405, Biocinformalics

Analysis of the Cry 1A 105 Protein Ulilizing the ADS,

TOXINS, and ALLPEPTIDES Dalabascs, Monsanlo Human Heallh
883.1100 Teebnical Report MSL-19686. 466946-05 Monsanto Company OWN Agsessmenit

Thorp, 1.} and M.E, Goley. 2006, Assessmentofthe in

vitrer Digestibility of the Cry2 Ab2 Prolein in Simulated Human Health
885.1100 Intestingl Fhuid. Monsanto Teehnical Report MSL-19938 469514-09 Monsznito Company OWN Asyessment

MeClain, 1.S. and A Silvanovich. 2006, Bioinformatics

Evahation of Uie Cryl A.105 Protcin Utilizing the ADG,

TOXINS, and ALLPEPTDES Dalabascs, Monsanto . Fuman Health
885.1 100 Tedinicat Report MSL-20351. 469514-10 Monsznio Company OWN Assessiment

Kapﬁdia, S.A and E.A. Rice. 2005, Asscssment of the in

vitro Digestibility of the Cry | A.105 Protein in Simulated Human Health
885.1100 Gagtric Fluid. Monsanio Techmcal Report MSL-19929, 466946-06 Monsanio Company QOWN Asscssment

Goley, M.E. ard ).}, Thorp. 2005. tmamnodeicetion of

Cry2Ab2 and Cryl A.105 Proteins in Corn Grain from

MON 89034 Following Heat Treatment. Molisanto Fhimai Health
8§85, 1100 Technical Report MSL- 19899, 466944-07 Monsanto Company OWN Asscgsment

Bonnellg, K.L. 2005, An Acnte Oral Toxicity Stdy in

Mice with CryEA. 145 Protein, Monsanto Study CRO- HBuman Heatth
§85.30350 2005-050, 466946-03 Monsanto Company OWN Asscssnicit

Signalure Name and Titie Dale
See Page 1 for Signature 3. Astin Burns, PLLD. hune 1, 2011
Regulatory Affairs Manager

EPA Form 8570-35 (9-87) Electronic and Paper versions available. Submil only Paper version.

Mousanto Company

11-CR~192E-1R

Page 28 of 108

Agency Internal Use Copy
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o Form Approved OMB No. 2070-00860
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Streef, SW.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public feporting burden for this colleclion of information is estimalted to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
40t M Street, S.W., Washington, DC 20480. Do not send lhe form to this address.

DATA MATRIX

Date: June 1, 2011 EPA Reg. NoFile Symbot: 524-575 | Page 12 of 64
Applicants/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., 81. Lonis, MO 63167 Product:  MON 89034

tugredient  Bactlfus thnrirgiensis Cry| A, 105 and Cry2Ab2 Proteins and the Genetic Material (V ector PV-ZMIR243) Necessary for their Production in MON 89034 (OECD Unique
Tdentifier: MON-89¢i34-3)

Guideline Reterence Number Guideling Study Name MRID Number Submitter Status Note

MeClain, 1.5, aud A. Sitvattovich, 2006, Bioinformatics
Analysis of the Cry2Ab2 Protein Utilizing the ADS,

TOXINS, aud ALLPEPTIDES Databases. Monsato Human ktealil:
885.1100 Teclaical Report MSL-20307. 469514-11 Monsanto Company OWN Assessment

Davis, 8.W. 2006, Comparison of Broiler Performance
and Carcass Parmincters When Fed Dicis Coutainig
MON 89034, Control or Commerciat Con. Motisanto Human tteatth
885.4050 Study 05-01-30-t3, Amouded Report. 4695 14-12 Monsanie Compay OWN Assessment

MacRae, T.C., C.R, Browy, aud 8.L. Levine. 2006.
Specirum of Insceticidal Activity of Bociflur thuringiensiz
CrylA.t05 Protein. Monsanto Tecluicat Report MSL Environmeutal
N/A 20230, 469514-13 Monsaino Company OWN Assessiment

MacRac, T.C., C.R. Brown, and S.L. Levine., 2006,
Spectrum of Insceticidal Activity of Bacilfus Humingiensis
Cry2Ab2 Protelir. Monsanto Teelmical R cport MSL- Environmenial
NiA 20229, 4695 14-14 Mousanio Conpainy OWN Asscssment

Headrick, J.M., O. Heredia, L.O. Oyediran, and T.T.
Vaughin, 2006. Asscssment of the Efficacy of
Lepidopteran- protected Com MON 89034 and MON
%9597 Against Major tuscet Pests in Unilert Statcs, Pucrto

Rico and Argentina During 2003-2004 Scasons, Environmeutal
NiA Monsauo Teelinical Report 65-RA-39-05. 469514-15 Monsaio Company OWN Asscssment
Signature Name and Title Date
See Page 1 for Signature 1. Austin Buens, Ph.D, June 1, 2011
: Regulatery Affairs Manager
£PA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internat Use Copy
Monsanto Company _ LI-CR-192E-IR Page 29 of 108
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~ Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

4G1 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for Ihis collection of information is estimated to average .25 hours per response for regisiration aclivities and 0,25 hours per
responsg for reredistration and special review activilies, including time for reading the instructions and completing lhe necessary forms, Send comments regarding the burden estimate or any
other aspecl of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), 1.5. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: Junc 1, 201 ¢ EPA Reg. No/File Symbol: 524-575 l Pagc 13 of 64
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Bivd., 8. Louis, MO 63167 Produci:  MON 89034

lugredient  Bactius thuringtensis CrylA 105 and Cry2Ab2 Proteins and the Genetic Matenal (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (QECD Uniquc
Identifier: MON-85@34-3)

Guideline Reforence Number Guideline Siudy Name MRID Number Subqitter Status Note

Teixeira, D. 2606, Evalualion of Dictary Effects ol
Lyophilized Leaf Tissuc from Corn MON 89034 in a
Chronic Exposure Study with Collembola (Fefsemia Envirommen/al

5854340 candida). Monsanto Technical Report MSL-20169. 469514-16 Monsauto Company OWN ABSEES MRt

falmer, S.J. and H.O. Krueger. 2006, Bvaluation of ©
Exposurc to MON 89034 with the Cladocerau Daphria
wagna; An acute static-renewal test svith cont pollen. Environmental
885 4340 Monsanto Study WL-2005-011, 469514-17 Mousanto Compauy OWN Assessmeit

Sindenmana, A.B., L.R. Porch, and HO. Krueger. 2006.
Evaluation of Poteutial Effeets of Exposure to Cryl AL105
Protein in an Acute Study with the Eartliworm in au

Artificial Soil Subsirate. Monsanio Technical Report Environmenial
8585.6200 MSE-20147. 469514-18 Mousznlo Compally OWN Assessinent
Richards, K.B. 2006. Bvaluation of the Dictary Effeci(s)
of a Cryl A.105 Protein on Honeybee Larvae (dpis Environmental
385.4380 mellifera L), Monsanio Siudy CA-2005-071. 469514-15 Monsanto Company OWN Assessment
Richards, K.B. 2006, Evaluation of the Dictary Effcet(s)
of a Cryl A.105 Protein on Adult Horeybees (dpis Buvironmenial
3854380 swelfifera LY, Mousaito Sludy CA-2005-072 469514-20 Monsanto Company OWN Assessment
Signature ' Name and Title Date
See Page 1 for Signature 1. Austip Burns, Ph.D. June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (2-97) Eleclronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company 11-CR-192E-1R Page 30 of 108
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~ Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Sireetf, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average (.25 hours per response for registration activities and (.25 hours per
response for reregistration and special review activities, ineluding lime for reading the instructions and ecompleting the necessary forms. Send comments regarding the burden estimale or any
other aspect of this collection of informafion, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send lhe form to this address.

DATA MATRIX

Date: June 1§, 2011 EPA Reg. NoJFile Symbol: 524-575 [ Page 14 of 64
Applicant's/Registrant's Name & Address:
Monsanfo Company, 80 N. Lindbergh Blvd., St. Lowis, MO 63167 Product:  MON 89034

tnpredient  Baciflus thuringiensis Cry A 105 and Cry2Ab2 Proteins and the Genetic Material (Veetor PY-ZMIR245) Necessary for their Produetion in MON 89034 (OECD Unique
ldentifier: MON-89(134-3}

Ciuideling Refercnce Number Guideline Study Nane MRID Number Submitter Status Notc

Paradise, M.S. 2006. Evaluation of Potential Dictary
Effccts of Cryt AL 105 Protcin o tie Ladybind Beetle,
Coleumezilla macitaa (Colcoptera: Ceecinellidac). Environmenial
885.4340 Monsante Teebnical Report MSL-20150. . 460514-21 Mensanig Company OWN Asscssmenl

Paradise, M.S. 2006, Bvaludtion of Potentiat Dictary
Effecis of Cry2Ab2 Preicin on the Ladybird Beetle,
Cofeamegilio ihaerlata (Colcoptera: Ceccincllidac). Environmenial
885.4340 Monsanto Technical Report MSL-20151. 469514-22 Mensanto Company OWN Asscssment

Teixgira, 0. 2006, Evaluation of Petential Dictary
Effeets of Cry 1A, 105 Protein on Minute Pirate Bugs,
Orius insidiasus (Hemiptera: Anthecoridac). Monsanto Environmental
§85.4340 Technical Report MSE-2G170. 469514-23 Mensanto Company OWN Assessment

Teixcira, . 2006. Evaluation of Potential Dictary
Effects of Cry2Ab2 Protein on Minute Pirate Bugs, Oribs
fisidiosus (Hemiptera: Anthocoridac). Monsanto ' Envirenmenia}
885.4340 ‘Technical Repert MSL-20171. 46051424 Moensante Company OWN Assessment

Sindermann, A B, JR, Porch, and H.O. Krucger, 2006.
Evaluation of Potential Effects of Exposure to CrylA.105
Protein in an Acutc Study with the Parasitic Wasp,

fchiermon prromissorivs (Hyncnoptera: 1chneumonidac}, Environmental
8854340 Monsanto Techinical Report MSL 20149, 46951425 Monsante Company OWN Asscssment
Date
Stgnature : Name and Tttle June 1, 2011
See Page 1 for Signature I. Austin Bums, Ph.D,
Regulatory Affairs Manager

EFPA Form 8570-35 (9-97} Electronic and Paper versions available. Submit only Paper.version. Agency Internal Use Copy
Meonsante Company 11-CR-192E-1R Page 31 of 108
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<EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is eslimated to average 0.25 hours per response for registration activities and 0.25 hours par
response tor reregisiration and special review activilies, including lime for reading the inslructions and compleling the necessary forms. Send commenis regarding the burden estimale or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Proleclion Agency,
401 M Streel, 3.W., Washington, DC 20460. Do nol send the form to this address.

DATA MATRIX

Date: June I, 2011

EPA Reg. No./File Symbol: 524-575

Page 15 of 64

Applicant'siRegistrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., 8t. Louis, MO 63167

Product:

MON 89034

Ideniificr: MON-89¢)34-3)

Ingredient  Bactllus thuringlensis Cry| A.105 and Cry2 Ab2 Proteins and the Genetie Material (Veetor PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique

See Page 1 for Signature

J. Auslin Burns, Ph.D.
Regulatory Affairs Manager

June L, 2011

Guideling Reference Number Guideling Study Name MRID Nurnber Submitier Statug Nole

Gallagher, S.P. and LB, Beavers. 2006, Bvaluation of

Potential Dictary Effeets of MON 85034 with the

Northem Bobwhile: an Bight-day Dictary Study with Environmental
§85.4050 Corn Grain. Monsante Technical Report WL-2003-012. 469514-27 Monsanto Company OWN Assessnienl

Muclﬁ, M., T.Curran, ). Wsirrcn, S. Dubelman, M. '

Glaspic, J. Murphy, S. Levine, J. Holtmeyer, and C.

Jiang. 2006. Acrobic Soil Degradation of e Purified

Cry2Ab2 and CrylA.103 Proteins. Monsanlo Technical Environmesital
885.5200 Report MSL-20174. 469514-28 Mousanlo Company OWN Asscssmanl

Huesing, J.E., 1.J. Dnan, and S.L. Leviie, 2006,

Endangered Speeics Risk Assessiment for Corn MON Environmenltal

NiA 89034. Monsanto Technical Report MSLO020394, 469514-29 Monganto Conpany CWN Assessmenl

MacRag, T.C., C.R. Brown, S.L. Levine. 20085,

Evaluation of the Potential for interactions Between the

Bocillus thiringiensis Proteins Cry 1A, 105 and Cry2 Ab2. Environmental

NiA Monsanto Teelimical Renort MSL-19859, 466946-02 Maonzailo Conpany OWN Assessment

Sindermann, A.B., LR, Porch, and H.O. Krueger, 2006,

Livalualion of Potenlial Effccts of Exposuse (0 Cry2Ab2

Protein in an Acute Study with e Parasitic Wasp,

Ichreumon promissorivs (Hymenoplera: lelmeumonidac). Euvironmental
885.4340 Monsanto Technical Report MSL-20148. : 469514-26 Monsanlo Company OWN Asscssmenl

Signature Name and Title Date

EfA Form 8570-35 (9-97) Electronic and Paper versions available. Submil only Paper version.

Monsanto Company

11-CR-192E-1R

Page 32 of 108

Agency Internal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notlce: The public reporting burden for this colleclion of information is estimated lo average 0.25 hours per response for registration aclivities and 0,25 hours per
tesponse for reregislration and special review aclivilies, including lime for reading lhe inslructions and compleling the necessary forms, Send commenls regarding lhe burden estimate or any
other aspect of Lhis collection of informalion, including suggestions for reducing the hurden to: Director, OPPE informalion Management Division {2137), U.S. Environmenlal Protection Agency,
401 M Streel, 5.W., Washinglon, DC 20460. Do nol send the form to this address.

DATA MATRIX

Date: Jume 1, 2011

EPA Reg. NoJFile Symbol: 524-575

Page 16 of 64

Applicant's/Registrant's Name & Address:
Monsanto Cempany, 800 N, Lindbergh Bivd., St. Louts, MO 63167

Product:

MON 89034

Ienlifier: MON-89()34-3)

Ingredient  Bacillus thyvinglensis Cry 1A 105 and Cry2Ab2 Proteins and the Genetic Malerial (Veclor PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique

I Guideline Stndy Name

See Page 1 for Signature

I Austin Burns, Ph.D.

Repulatory Affairs Manager

fune i, 2011

Guideling Reference Number MRID Numper Supruitter Status Notc

Palmer, $.1. and H.O. Krueger. 2000, lnscet Protceiion

Protein 2: An Acute Toxicity Study With the Barthworm Environmental

in an Artificial Soil Substeate, Monsanto Technical Assessment
8854340 Report MSL-{6177 450863-13 Monsanio Company OWN

Magpi, V.L. 2000. Evalualion of dictary ¢ffect{s) of |

purified Bacillus mringiensis Cry2 Ab2 protein on honcy Euvitonmeoilial
885.4380 bee larvac. Monsanto Technical Report MSL-16961. 453371-02 Monsanio Company OWN Asscssment

Teixeira, D, 2000. Assessment of Clironic Toxicity of

Cotion Tissuc Containing Inscct Proteetion Protein 2 to

Collembola {Foftomia candida), Amended repor. Eitvironmecnital
885.4340 Monsanto Teclmical Report MSL-16174. 450863-14 Monsanto Company OWN Asgsessiment

Palmer, 3. and H. Krucger, 2000. Inscet Proteetion

Protein 2: A Dictary Toxicity Study with Parasitic

Hymenoptera {Nasonia viripetnis). Monsanto Technical Environmental
885.4340 Report MSL-16{73, 450863-10 Mo to Cornpany OWN Asscssment

Maggi, V.L. 2000. Bvaluation of the Dictary Effcet(s) of

Inscet Protection Protein 2 on Adult Honcy Bees (Apis Environmental
835.4380 mellifera L.). Monsanto Technical Report MSL-16176. 450863-08 Monsanto Compaiy OWN Asscssment

Signature Name and Title Date

EPA Form 8570-35 {9-97) Eleclicnic and Paper versions available. Submit only Paper version.

Monsanto Company

11-CR-192E-IR

Page 33 of 108

Agency internal Use Copy
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<EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per
response for reregistration and special review activities, including time for reading the inslructions and compleling the necessary forms. Send commen(s regarding Ihe burden estimate or any
other aspect of this colieclion of information, including suggestions for reducing the burden to: Director, OPPE Informalion Management Division (2137}, U.8. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form 1o this address.

DATA MATRIX

Dale: June 1, 2011

EPA Rep. NoJFile Symbol: 524-575

Page |7 of 64

Applicants/Registran’s Name & Address:
Monsanto Company, 800 N, Lindbergh Blvd,, St. Louis, MO 63167

Product:

MON 89034

Identifier: MON-89¢134-3)

lngredient  Bacilfus thuringtensis Cry LA 105 and Cry2Ab2 Proteins and the Genetic Material {Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique

Guideline Reference Number

Guideling Study Name

MRID Number

Subminer

Status

Note

NIA

Head, G. 2006, Inscct Resisiance Management Plan for
Sceond Generation Lepidopteran-Protected Corn, MON
894034, Monsanto Techaical Report 06-RA-39-06,

468514-30

Monsanto Company

OWN

IRM

Bogtanova, N. and A. Crawford (2007). Public Intcrest
Document Supporting Registration of Baciitus
theovingrensis Cry |l AL 105, Cry2 Ab2 and Cry3Bbl
Proteing in Inseet-Proteeted Corn MON 894034 and MON
89034 x MON 88017

472797-01

Mousanio Conpany

OWN

Benefits

Bogdanova, N., S. Dubclman, M. Mueih, J. Murphy and
A. Silvanovieh (2007). Responscs to EPA Qucstions
Regarding Application 524-LTL to regisier Inscet-
Protected Corm MON 89034 (MRID 46951428

471403-01

Monsanto Compairy

OWN

Mise.

Bogdanova, N. , (2007) Responscs 10 EFA (uestions
Regarding Applications 524-LTL and 524-LTL w0
Register Insect-Protecled Com MON 89034 and MON
89034 x MON 88017 (MRID 46951400 and 46951300)

471275-01

Monsanto Coinpany

OWN

visc,

Bogdanova, N.., (2007). Supplemental Information to
Address EPA Questions Regarding Applications 524-LTL
and 524-LTL to Repisier [usect-Protecied Corn MON
89034 and MON 89034 x MON 88017 (MRID 46951400
and 46951300}

47794-02

Mobsanio Company

OWN

Misc.

Signahtre

See Page 1 for Signature

Name and Title
J. Austin Burns, Ph.D.
Regulatory Affaurs Manager

Duale
bune 1, 2011

EPA Form 8570-35 (2-97) Electronic aﬁd Paper versions available, Submit only Paper version.

Monsanlo Comparty

11-CR-192E-1R

Page 34 of 108
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~ Form Approved OMB No. 2070-0080
wE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notlce: The public reporting burden for this collection of information is estimated to average 0.25 houis per response for registration aclivities and .25 hours per
response for reregistralion and special review activilies, including lime for reading the instructions and compleling the necessary forms. Send commenls regarding the burden estimale or any
other aspecl of this colleclion of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency,
401 M Slreet, 8.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Daie: Juie t, 2011 EPA Reg. NoJTFile Symbol: 68467.2 Page 18 of 64
Applicant's/Regisirant's Name & Address:

Monsante Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product;  Herculex® I Insect Protection

ngredient Bz, Cry IF proteiu and the genetic material necessary for production (plasmid inscrt PHP8%99) in maize (OECD Identificr; DAS-@1307-1)

Guideling Referepee Number Guideline Study Name MRID Number Subinitter Status Note

Acute oral toxicity in mice: CrylF Bacillus Yawringiensis
subsp. aizawai delta endeloxin 44691 101 68467 PER

Effectiveucss data for Baciflis Yuwingiensis var, aizawai
Cry IF insect cotitrol proteiu as cxpressed il maize 44691102 68467 PER

Background documenl on resistaice mauagemeiil 44691 103 68467 PER

Product Characterization Data for Bacilfus rfl;u‘irfgfs;;,vis-
var, aizawai Cry | F fusect Conirol Protein as expressed in
Maize 44714501 68467 PER

Characlerization of Gene luscrts-Bacifius ¥ruringiensis
var, aizawai Cry |F Inscct Control Proteins Expressed in
Maizc 44714802 68467 PER

Equivaleney of Microbial and Maize Expressed CryiF
Protein; Characienzation of Tesl Subsiances for
Biochcmical and Toxicological Studics.

tu Vitro Digestibility of Microbial and Maize Expressed

Cry I Protein Under Simulated Gasirie Conditions 44714803 68467 PER
Signalure Name and Title Date
See Page 1 for Signature J. Austin Burns, Ph.D. June 1, 2011
: Regulatory Affairs Manager
EPA Form 8570-35 (8-97) Electronic and Paper versions available. Submit only Paper version, Agency Internal Use Copy
Monsanto Company 11-CR~192E-1R Page 35 of 108

42



<EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Wash'mgton, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is eslimated to average 0.25 hours per responsa for registration activities and 0,25 hours per
response for reregistration and special review activities, including time for reading the instruclions and campieting ihe necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), LS. Environmental Protection Agency,
4031 M Street, 8.W,, Washington, DC 20460. Do not send the form {o this address.

DATA MATRIX

Date: Jone 1, 2011

EPA Reg. No./File Symbol: 68467-2

Page 19 of 64

Applicant's/Registrant's Name & Address:
Maonsanto Company, 800 N. Lindbergh Blvd., $t. Louis, MO 63167

Product:

Hereulex® I Insect Protection

ingredicnt B2 CrviF protein and the genetic material necessary for production (plasmid insert PIIP8999} in maize (OECD Ideatifier: DAS-G3587-1)

Guideline Referenee Number Guideling Study Name MRID Number Submitter Status Note
Quantitative ELISA Analysis of CryIF Expression levels
in Maize MPS Inbred Lines 1360, 1365, 1366, and 1369.
{Intcrim Report) 44714804 68467 PER
Comparison of Amino Acid Sequence Similarity of
Cry1F anid PAT Proteins to Known Allergen Proiein 44971701 68467 PER
Microbial B.t. Cry IF {tmincated) Delta-Endotoxin:
Matze-tnseet-Pest Susceptibiiity Study 45020101 68467 PER
Characterization of fuserted genes in Cryl F matze line
1507 : 45020102 68467 PR
Effectivencss Data lor Bacilhus thiringiensis var, aizawat
CryIF Ingeet Control Protein as Expressed in Maize 44691102 63467 PER
Characterization of Expressed Cryi F Protein in Maize
Tissucs (Polten, Grain, Grain-Contatning Feed, and
Purificd Moize-Expressed Cry I F Proicin) and Microbial
Gxpressed CrylF Detta Endotoxin by Biological and
Biochemical Procedures 45020103 68467 PER,
Quantitative ELISA Analysis of Cry|F and PAT
Bxpression tevels in and Compositional Analysis of
Matzc Inbred and Hybrid Lines 1362 and 1507 45020104 2467 PER
Signature Natne and Title Date
See Page 1 for Signature J. Austin Bums, Ph.D. June 1, 2011
Reguiatory Affairs Manager

EPA Form 8570-35 {9-67) Elecironic and Paper versions avaiiable. Submit only Paper version.

Monsanto Company

11-CR-192E-1R

Page 36 of 108

Agency internal Use Copy
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~ Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reducllon Act Notice: The public reporting burden for this colleclion of information is e@stimated to average 0.25 hours per response for registration activifes and 0.25 hours per
response {or reregistration and special review activifies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmenta! Protection Agency,
401 M Street, 5.W,, Washington, DC 20480, Do not send lhe form fo this address,

DATA MATRIX

Dac: Jone 1, 201! EPA Reg. NoJEile Symbol: 68467-2 Page 20 of 64
Applican's/Registrmin's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Produci: Herculex® 1 fusect Proteciion

inpredient  B.¢ Cry!F protetn and the genetic material necessary for prodnetion plasmid nsert PHP8999) in maize (OECD Identifier. DAS-G15657-1)

Guideline Reference Number Guideline Siudy Name . MRID Number Subntiter Status Note

Environmewal Fate of Cry I F Prolein incerporaled inle
Soil 45020105 G6R467 PER

Cryll Baciliug ¥iwvingiensis var. aizawai Delta
Endotoxin: An Acute Toxicity Study with the Barthworm
in an Articial Soi! Substrate 45020106 68467 PER

Chronic cxposure of Fefsomia condida 1o bactenially
expressed CryiF protein 45020107 68467 PER

A.r. CrylF deba endotoxin: A 48-hour slatic-renewal
acute 10Xicity tes) with the Cludoceran (Daphnia magio)
using hacterially expressed 8.1 CrylF delta endotoxin,
and pollen frein maize expressing B.r. Cry 1 F delra
QECD 202 cadoloxin 45020108 68467 PER

Cry1F Baciftus rhoringiensis var, aizawai delta endoroxin:
885.4340 A dictary shudy wirh green lacewing larvae 45020109 68467 PER

CrylF Bocilfus rhwringiensis var. aizawai dela endoloxint:

885.4340 A dictary siudy with 1he ladybird beetle 45020110 68467 PER
Sigature Name and Title Date
See Page | for Signature 1. Austin Burns, Ph.D, June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-87} Electronic and Paper versions available. Submit only Paper version. Agency internal Use Copy
Monsanto Company 11-CR-192E-1R Page 37 of 108
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Py Form Approved OMB No. 2070-0080
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
40% M Street, S5.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this coliection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregisiration and special review activities, including time for reading the instructions and compieting the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, inciuding suggestions for reducing Ihe burden to: Director, OPPE Informatlon Management Division (2137), U.8. Envizonmental Protection Agency,
401 M Streel, 8.W., Washington, DC 20460. Do not send the form lo this address.

DATA MATRIX

Dale: June |, 2011 EPA Reg. No/Fiilc Symbol: 68467-2 Pape 21 of 64
Applicant's/Registrant’s Namie & Address:

Monsanlo Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 product:  Herculex® 1 Insect Protection

ingredient B.t. CrylF protein and the genetic material necessary for production (plasmid insert PHP8999) in maize (OECD Identifier: DAS-@B1547-1)

Guideline Refercnee Number Grideline Shrdy Name MRID Number Submilter Stalus Nole

Cry | ¥ Bgeiflus thuringlensiy var. aizawai delia cndeloxin:
8854340 A diclary loxicily siudy with parasitic hymenoplera 45020111 68467 PER

Transgenic com cxpressing Bacillny thuringfensis var..
aizawai (B.r) CrylIF deita crdoloxin: A diclary loxiciiy
71-2 study with Nortthemn bobwiile 45020112 68467 PER

Ficid snrvey of bercficial anhropods associated wilh

Bactifus thuringiensis Cry |F maize 4502013 08467 PER
Efficacy of Cry if' cvents TC1360 and TC1507 : 450201 14 68467 PER
Cry | F binding studics 45020115 68467 PER

Resistance managemenl plan for ransgenic maize
cxpressing the Cry |F insceticidal protein from Bacithis

Hhyringtensis var, avzawai 45020116 68467 PER
Signature Name and Title Date
See Page | for Signature J. Austin Burns, PILD. Juee I, 2011
' Regulatory Affairs Manager
EPA Form 8570-35 (9-87) Electronic and Paper versions availabie. Submit only Paper version. Agency internal Use Copy
Monsanle Company 11-CR-192E-1R Pape 38 of 108
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<EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for Lhis collection of information is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per
response for reregistralion and special review aclivities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspecl of this collection of information, including suggeslions for reducing the burden to; Director, OPPE Information Management Division (2137), U.S. Environmenlal Prolection Agency,
4031 M Street, S.W., Washington, DC 20460, Do not send the form to this address.

DATA MATRIX

Date: June 1, 2011

EPA Reg. No/File Syinbol; 68467-2

Page 22 of 64

Applicant's/Registrant's Name & Address:
Monsanto Company, 80C N. Lindbergh Blvd., St. Louis, MO 63167

Product:

Herculex® I Insect Protection

Inpredient  B.1. CrylF protein and the genetic material necessary for production’(plasniid insert PHP8999) in maize (QECD Identifier: DAS-@587-1)

Guideline Reference Number Ghideline Study Name MRID Number Submiticr Statps Nole
Supplement to MRID 44714801 Supplementz| data -
Product characterization data for Bacillus thuringiensiy
var. aizawai: Cry LF control protein ag expressed inmaize 45020117 68467 PER
r Supplement to MRID 44691 101: Supplenental data -
Aeuic oral oxicity in mice: Bacithis thuringiensis var.
aizawal Cry | F delta endotoxin 45020118 68467 PER,
Pliosphinothricin acctyltransferase (PAT) protein: In vitro
digestibility study 45041501 68467 PER
Non-target exposure and risk assessment for
environmental dispersal of Cryl F imaize pollen 43041502 68407 PER
Evalnation of the dictary cffeei(s) on heneybee
developinent using bacterially expressed B.r. Cry |1 delia
endotoxin and pollen from maize cxpressing 8.4 CrylIF
delta cndotoxin ) 43041503 68467 PER
Waiver request: Fish toxicity test with transgenic maize
{corn) containing Bacillns thuringiensis var. siayol (B.1.)
Cry IF delia cndotoxin 45044201 68467 PER
Signature Name and Title Dale
See Page | for Signature J. Austin Burns, Ph.D. June 1, 2011
Regulatory Affairs Manager

EPA Form 8570-35 (9-97) Electronic and Paper vessions available. Submit only Paper version.

Monsanto Company

11-CR-192E-1R

Page 39 of 108

Agency Internal Use Copy
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P Farm Approved OMB No, 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reparting burden for this collection of informalion is estimated to average (.25 hours per response for registration aclivities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this calleclion of informalion, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: June I, 2011 EPA tieg. No./File Symbol: 68467-2 Page 23 of 64
Applicants/Repisizant's Name & Address:

Monsanto Company, 800 N. Lindbergh Bivd., $t. Louis, MO 63167 Produc:  Herculex® [ fnsect Protection

Ingrediem 8.+ CryIF protein and the genetic material necessary for production {plasmid insert PITP8999) in maize (OECD Identifier: DAS-@1537-1)

Giuideline Referenee Number Ghuideline Swdy Name MRID Number Submitier Status Nete

High dose demenstration of Cryl F events TC1360 and
TC1507: European com bercr 4513110! 68467 PER

Toxicity of the Cry IF proicin Lo neonate larvae of the

monarel butiefly (Danaus plexippus (Linneans)) 45131102 684067 PER
Poblic imerest docurneni for Cry | F-peoieeled com 45131103 08467 PER
Thermolability of Cry IF {(iruncaled) delta endoloxin 45274801 68467 FER
Compaositonal analysis of maize MPS hybrid line 1507 45274802 68467 PER

Cry|F lateral flow test kit procedure for analyzing Cry I
¢Om grain 45279301 68467 PER

Method validation report for the determinaiion of Cryl F
deha endolexin protein in grain by Enzyme-Linked

Immunoserbenl Assay 435279302 68467 PER
Signature Name and Title Date
See Page 1 for Signature J. Austin Burns, Ph.D. June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-87) Electronic and Paper versions available. Submit only Paper version, Agency Internal Use Copy
Monsanto Company 11-CR-192E-IR ’ Page 40 of 108
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- Form Approved OMB No. 2070-0060
wE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W,
Washington, D.C. 20460

Paperwork Reduction Act Notlee: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistralion and special review aclivities, including lime for reading lhe instructions and compleling the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection
Agency, 401 M Street, 3, W., Washington, DC 20480, Do not send the form lo this address.

DATA MATRIX

Datg: Jupe |, 2011 EPA Reg NosFile Symbol: 68467-2 Page 24 of 64
Applicant's/Regisiranl's Namne & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product;  Herculex® [ nsect Profection
tgredient  B.t. Cry!IF protein and tlic senetic material necessary for production {plasmid insert PLIPES99) in maize (OECD ldeniificr. DAS115G57-1)

Guideline Reference Number Guidetine Study Name MRID Number Submiller Status Noic

Supplement to MRID 43131 t02: Supplemenial data -
High dose dermonsiration of Cry 1 F evenis TC1360 and
TC1507: Buropean cor borer 45307701 68467 PER

Waiver reguest: Fish loxicily lest (o assess the polcntial
cffeels of maize containing Bacithus thringtensis var.
aizawai {B() Cry IF inseelicidal protcin {ICP) in nalive
tish ) : 45307702 68467 FER

Supplement lo MRID 45020109: Cry |F Baciltus
thuringlensis var. aizawai detla endotoxin: A diciary
loxicily study with green lacewing larvac 45307801 68467 PER

Supplement to MRED 45020110 Cry1¥F Baciting
thnringtiensis var. ajizawat detia endoloxiit A dictary
toxicily study with green tadybird beeile 45307802 68467 PER

Supplement lo MRID 4502011 1: Cry | F Bacills
thuringiensis var. aizawai delia cadoloxin: A dictary
toxicity study wilh parasilic hymenoplera 45307803 58467 PER

Supptement to MRID 45020106 CrylF Bacilhyy
tineringiensis var. atzawat delia endetoxin: An acule
{oxicity strdy witlt ke carihworm in an artificial seit

subsirate 45307804 68467 PER
Signature Name and Tille Date
See Page 1 for Signature 1. Austin Burns, Ph.I>. June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. B Agency Internal Use Copy
Monsanto Company II-CR-192E-1R Page 41 of 108
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o Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for Ihis collection of informalion is estimated (0 average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, Including suggestions for reducing the burden to: Director, OPPE Information Managerment Division {2137}, U.S. Environmental Proteclion
Agency, 401 M Street, S.W., Washington, DC 20460, Do not send the form to Ihis address.

DATA MATRIX

Daic; Juue I, 2011 EPA Reg. No./File Symbol; 68467-2 Page 25 of 64
Applican(s/Registrant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Prodnet:  Herculex® 1 Insect Protection
Ingredicnt 5.z CrylF protein and the genelic material necessary for production (plasmid insert PHP8999) in maize {OECD ldentifier: DAS-@1507-1)

Guideling Refercpee Number Guideline Study Nome MRiD Number Snbwitler Slalns Nole

Supplement (o MRID 45041503; Evaluation of (he dictary
cffeet(s) on honeybee development nsing bacterially
expressed 8.2 CrylF della endotoxin and pollen from
maizo expressing &.v. Cryl F della cndoloxin 45307805 68467 PER

Exposure and risk asscssment of Herculex | Bt ficld com
pollen to Kamer blue butterfly 45512501 68467 PER

Nuiritional equivaleney of B.r. Cry LF matze - ponliry
feeding study 45622001 68467 PER

Field survey of beneficial arthropads associated with
Bacilinz thuringiensis Cry | F maize 45648001 68467 PER

Ficld surveys of non-largel inveriebrale populations in
B.1. com 45652001 80778 PER

Development and characlerization of Enzyme-Linked
Imnunosorbent Assay {ELISA) for deteetion of CrylF

rolein 45685601 68467 FER
Signature Name and Title Date
See Page I for Signature _ J. Austin Bumnss, Ph.D. June 1, 2011
Regulatory Affairs Maiager
EFPA Form 8570-35 (9-87) Electronic and FPaper versions available, Submil only Paper version. Agency Internal Use Copy
Monsanto Company 11-CR-192E-1R Page 42 of 108
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o~ Form Approved CMB No. 2070-0080
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

40% M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average .25 hours per response for registration activilies and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspeact of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Prolection Agency,
401 M Street, S.W., Washington, DC 20460, Do not send the form 1o this address,

DATA MATRIX

Date; June §, 201] EPA Reg. No./lilc Symbol: 68467-2 Page 26 of 64
Appliernt's/Registrant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product:  Herculex® | Insect Proteciion

Ingredient 8.7 Cry1F protein and the genetic material necessary for production {plasmid insert PIIP8%99) in maize {OECD Identificr: DAS-G15@37-1)

Guideline Refercnee Number Guideline Study Name MRED Number Submitter Status Mot

lndcpendent lahoralory validation of method GRM 02 13,
determination of Cryl# delta endotoxin protcin in corn
grain by an of Bnzyme-Linked lmmunosotbent Assay 456856042 68467 PER

Supplement to MRID 45131102: Toxicity of the CrylF
protcin to neonate larvac of 1l monarch butterfly

{Danans plexippns (Linncaus)) 45759701 68467 PER

Stewardship of Herculex | Insect Protection with respecl
to the sccondary lepidopterac pest, westen: bean cutworin
{Richia albicosta Smith) 45896501 68467 PER

Lack of cross rcactivily between Cry LF protein in
Hereulex | maize and the dust mite Der p7 protein with
liwman sera positive for Der p7-1gE 4644403 68467 PER

Monitoring the susceptibility of European corn borer to
Cryl Ab and Cry IF Bt proteins: Results from the 2004
collections and digpausing larvac collected in 2003 - 46583101 80778 PER

Stewardship of cvent TC1507 maize with respeet to the
sceondary lepidopteran pests lesser corn stalk borer
{Elasinopalpns higneselinus Zeller), southern com stalk
borer (Diatraea crombidiedes Grote), and sugarcanc borer

{(Blairaca saccharalis Fabricius) 46600201 68467 PER
Signature Name and Title Date
See Page 1 for Signature J. Austin Burns, Ph.D. June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available, Submit only Paper version. Agency Internal Use Copy
Monsante Company 11-CR-192E-1R Page 43 of 108
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~ Form Approved OMB No. 2070-0060
VE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reductiort Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and .25 hours per
response for reregistration and special review aclivities, including time for reading the instructions and compleling the necessary forms. Send commenits regarding the burden estimate or any

other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), .5, Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Dalc: June t, 20414 EFA Reg No/File Symbaol: 68467-2 Page 27 of 64
Apqlicant’s/Registrant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., 8t. Louis, MO 63167 Product:  Herculex® I Insect Profection

mgredicnt  B.1 Cry tF protein and thte genelic material necessary for production {ptasmid insert PHP8999) in maize {QECD Identifier: DAS-@I567-t}

Guidetine Reference Number CGuideting Study Name MRID Nuniber Submitier Staps Nole

Shde prescntation summarizing Burepean corn borer and
Cry1F resistance moniloring update 46695801 68467 PER

tnscet resistanee manageiment compliance assuranee
program reporl for com borer-protecied Bi com 46747801 80778 PER.

Ficld surveys of non-target inverichrale pepations in Bt
conl: Supplement o MRID No, 45652001 46784601 80778 PER

Monitoring (he susceplibitity of com tepidopleran pesis ©
Cry tAb and Cry tF protcins: 2005 moniloring resulls 46874901 80778 PER

Rescarch resubts on 2004 Ewropean come borer cotlections
frotn Hamillon Counly, towa: CrylF 47011201 68467 PER

Insect restslance nanagemenl compliance assurance
program report for com berer-prolected Bl com, com
roolwoni-proiccled Bl com, and com borer/com

rootworm prolecied slacked Bl com ) 47044401 80778 PER
Signature - Name and Title Date
See Page 1 for Signature ' 1. Austin Bumms, Ph.D. June 1, 2011
Regutalory Affairs Manager
EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsante Company 11-CR-192E-1R Page 44 of 108
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~ . Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, SW.
Washington, D.C. 20460

Paperwork Reductlon Act Notlce: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activilies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
olher aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Managemenl Division {2137), U.S. Environmental Protection
Agency, 401 M Street, S.W,, Washington, DC 20460, Do not send the form to Ihis address,

DATA MATRIX

Dute; June |, 201 | EPA, Reg. NoJFilc Symbol: 68467-2 Page 28 of 64
Applicant's/Registrant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product:  Herculex® I Insect Protection
Ingredieni  B.. Cry|F protein and the genetic material recessary for production {plasmid insert PHP8999} in maize (OLECD Identifier: DAS-@1567-1)

Guideline Refercnice Number Guideline Study Name MRID Number Subininter Status Nete

Mouitoring the susceptibilily of corn Iepidopteran pesis 1o
CryiAb and CryIF proteins: 2006 moepitoring results 471 184061 80778 PER

Soil accumulation of CryF aficr three years of eropping
with Hereulex | com ) 47120701 68467 PER

TC1507 maize and fall armywonn in Pucrto Rico 47176001 68467 PER

Proposed revisions 1o IRM-related regisiration
requiremnents for Cry! plant-incorperated protectants i
ficld corn 47407001 80778 PER

Mouitering the susceplibility of coni lepidopteran pests to
CryiAb and CryiF proieins; 2007 moenilering resulls 47413901 80778 PER

Proposed revisions to fRM-rclated registration _
requirements for Cryl plant-incorporated proteciants in

ficld com 47543901 80778 PER
Signature Name and Title Date
See Page 1 for Signature J. Austin Bumns, Ph.D, June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-97} Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company 11-CR-192E-1IR Page 45 of 168
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o~ Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activilies and 0,25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Managerment Divislon {2137), U.S. Environmental Proteciion
Agency, 401 M Sireet, 5.W., Washington, DC 20460, Do not send the form to this address.

DATA MATRIX

Date: June |, 2011 EPA Reg. No./File Symbol: 684672 Page 29 of 64
Applicant's/Registrant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd,, St. Louis, MO 63167 Product:  Herculex® | fnsect Profection
Ingredient  B.2. CrvIF protcin and the genetic matcrial nceessary for production {plasmid inscrt PHP8999) in naize (OECD Identificr: DAS-G1507-1)

Guideline Refercnee Number Ciuideline Study Namic MRID Number Submitter Siatus Notc

Monitoring the suseeptibility of com lepidopteran pests to
Cryl Ab and Cryi F protcins: 2008 monitonng resuits 47841800 80778 PER

Mouitoring the susecptibiity of com iepidopteran pests to :
Cryl Ab and Cryi¥ protcins: 2009 monitoring results 4797100] 80778 PER

Production Report and Certificate of Analvsis of
Truncated Cryi ¥ (TSNi04550) 48193001 63467 PER

2010 Inscet Resistance Management Coinpliance
Assuranee Program for Com Borer Protected Bt Coni,
Corn Rootworm Protceted Bt Corn, and Com BorerConi
Rootworm-Proteeicd Stacked Bt Com 48375001 20778 PER

Enianced Inscet Resistance Management Compliance
Assurance Propram for Com Borer Protected Bt Corn,
Corn Rootworm Protected Br Corn, and Com Borer/Corn

Rooiworm-Protecicd Stacked Bt Com 48375101 30778 PER
Signatture ' Name and Title Date
See Page 1 for Signature 1. Austin Burns, Ph.D. June i, 2011}
Regulatory Affairs Manager
EPA Form 8570-35 (9-87) Electronic and Paper versions available. Submit only Paper version. Agency internal Use Copy
Monsatnio Company 11-CR-192E-1R Page 46 of 108

53



SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0080

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and (.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this coliection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.8. Environmental Proteclion Agency,
401 M Street, S.W., Washington, DC 20480. Do not send the form to this address.

DATA MATRIX

Dare: June 1, 2011 EPA Reg, No/Fite Symbol: 524-551 | Page 30 of 64
Applicant's/Registrant’s Mamne & Address: Product: MON 88017
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

ingredient 8.7 Cty3Bb1 protein and the genetic material {vector ZMIR39) necessary for its production in event MON 88017 corn (OECD Unigue Identifier: MON-880117-3)

Guideline Referciiee Number Cruideline Study Name MRID Number Submitlcr Sialus Nole
Conditions of Registration for MON 88017 {EPA Reg.
Na524-55 1 aid MON 89034 5 MON 8807 {EPA Reg,
N 324-576), and Response o EPA's Roguest fur
Additional aformatian an Monsano's Resiskance Con Terms &
Roolwonn (CRW) Monitoriig Pragram. 484368-01 Mensaiio Company OWN Couditions
Condilions of Registration for MON 88017 (EPA Reg.
No. 524-551) and Cendilions of Registration for Terms &
MON 83034 x MON 88017 (EPA Reg. No. 524-576). 484368-01 Moensanio Company OWN Conditions
Enhanced inscel Resistanee Management Compliance .
Assuranee Program for Corn Borer Proleeied Bl Comn,
Comn Reetworni-Protected Bl Com, and Comn Berer / Terms &
Com Rootworm Protecied Stacked Bt Coni, 483751-01 ABSTC PER Conditions
Annual Salcs Report for MON 810, MON 863, MON 863
% MON 810, MON 88017, MON 88017 x MON 810,
MON 89034, MON 8801 7 x MON 89034, and )
MON 88017 x MON 89034 x TCi507 »« DAS-539122-7
(EPA Rcg. Nos, 524-489, 524-528, 524-545, 524.551, Terms &
524-552, 524-575, 524-576, and 524-581). 48367801 Maonsanlo Conmipany OWN Couditions
2009 Scasoi Menitering for the snsceptibility of Neonale
Weslern Com Rootworm Larvae 1o the Baciifur Terms &
tharingiensis Cry3Bhbi Protein, N/A Monsanle Company OWN Conditions
2009 Seasen Meoniloring for the Susceplibility of Neenale
Westler Cern Reetworm Larvac o The Baciflus Terms &
rhuringiensis Cry3Bbi Prolein. 482080-01 Mousanlo Company OWN Condilicns

Signature

See Page 1 for Sigrature

Name and Title
J. Austin Burns, Ph.D.
Regulatory Affairs Manager

Date
June 1, 2011

EPA Form 8570-35 (9-97) Elecironic and Paper versions available. Submit only Paper version.

Monsanto Company

11-CR-192E-IR

Page 47 of 108

Agency Internal Use Copy
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o Form Approved OMB No. 2070-6060
WE PA UNITED STATES ENVIRONMENTAIL. PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of infarmation is estimated to average (.25 hours per response for registration activities and .25 hours per
response for reregistration and special review activities, ineluding time for reading the instructions and completing 1he necessary forms. Send comments regarding the burden estimate or any
olher aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency,
401 M Street, 8.W., Washinglon, DC 20460. Do not send the form to This address.

DATA MATRIX

Date: June I, 2011 EI'A Reg, NoJ/File Symbol: 324-551 | Page 31 of 64

Applicant’s/Registrant’s Nome & Addrcss: Product: MON 88017
Mensanto Company, 800 N. Lindbergh Blvd., St, Louis, MO 63167

Ingredient B.£. Cry3Bbl protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 comn (QFECD Unique Identifier: MON-88(317-3)

Cuideline Referenee Number Guideline Simly Name MRID Number Submitier Status Note

2009 Insect Resistanee Managenient Comjiiance
Assurance Program Report for Com Borer-Pretected Bi
Com (EPA Reg. Nos, 524-489, 68467-2, 67979-1, and
29964.-3), Comn Rootworm-Proteeted Bt Com (EPA Rep.
Nos. 524-528, 524-551, 08467-5, 67979-5, and 29964-4),
and Corn Borer/Corn Roobworm-Protected Stacked Bt
Corn (EPA Reg. Nos, 524-545, 524.552, 524-576, 68467 - Terms &
6, 67979-8, and 29964-5). 479710-01 ABSTC PER Conditions

Annual Salcs report for MON 810 {EPA Reg.No. 524-
489), MON 863 (EPA Reg, No. 524-528), MON 863 x
MON 810 {EPA Reg. No. 524-545), MON 88017 (EPA

Reg. No. 524-551), MON 89034 {EPA Reg. No. 524-575) Terms &
and MON 89034 x MON 88107 (EPA Reg. No. 524-576). 479614-01 Monsanto Conlpany OWN Conditions
2008 Season Monitoring for the Susceptibility of Neonatce

Westcm Com Rootworm Larvac to the Bacifus Terms &
ymringiensis Cry3Bbl Trotein. 478840-01 Monsanto Company OWN Conditions

2008 Inscet Resistanec Management Compliance
Assuranec Progran; Report for Com Borer-Protocted Bl
Com (EPA Reg. Nos. 524-489, 684672, 67979-1, and
29964-3), Comn Rootwormn-Protected Bt Com (EPA Reg.
Nos, 524-528, 524-551, 68467-5, 67979-5, and 29964 -4),
and Com Borer/Corn rootworm-Protected Stacked Bt

Com (EPA Reg. Nos, 524-545, 524-552, 68467-6, 67979- Terms &
8, and 29964-5). 476633-01 ABSTC PER Couditions
Signature Name and Title Date
See Page 1 for Signature J. Austin Burns, PinLD. June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (2-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company 11-CR-192E-1R Page 48 of 108
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~ Form Approved OMB No. 2070-0080
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this colleclion ol information is estimated to average 0.25 hours per response lor regislration activities and 0.25 hours per
response for reregisiration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden eslimate or any
other aspect of this colleclion of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20480. Do not send the form to this address.

DATA MATRIX

Date: Juve [, 2011 EPA Reg. No./File Symbol: 524-551 | Page 32 of 64
Applicant's/Registrant’s Name & Adgress: Proguct:  MON 88017
Monsanto Company, 800 N. Lindbergh Blvd., 81. Louis, MO 63167

Ingredient B.f. Cry3Bb1 protetn and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 corn (OECD Unique Identifier: MON-883t7-3)

Guideline Reference Number Guideline Study Name MRID Number Submilier Slalus Note

Annual Sales Report for YieldGard Com Borer Corn
(EPA Reg, No. 524-489), YicldGard Roctwonn Coml
(EPA Reg, No. 524-528), YicldGard Plus Com (EPA
Reg. No. 524-545), MON 88017 (BPA Reg. No. 524-
551), and MON 88017 x MON 810 (#PA Reg. No. 524- Terms &
552). 476631 01 Monsanio Company OWN Condilions

2006 Inscel Resistance Management Compliance
Assuranee Progran for Corn Borer-Protected Bl Cont,
Corn Roctworm-Prolected Bt Com and Com Borer/Com Tering &
Roolworm-Protecled Stacked Bt Corn. (ABSTC Report). 4704443 ABSTC PER Conditions

Submission of Annual Sales Report for YieldGard® Com
Borer cont (EPA Reg. No. 524-489), YicldGard®
Rootworm corn (EPA Rep. No, 524-528), YicldGard® |
Plus coni {EPA Reg. No. 524-545), MON 88017 (EPA

Reg. No. 524-551) ang MON 83017 x MON 310 (EPA Terms &
Rep. No. 524-5523, (2007). 470431-01 Mounsuito Company QWN Conditions
Susceptibility of Neonate Roctworm Larvae to the
Cry3Bbl 1oxin from Bacillus thuringiensis: 2005 Dala Tenns &
Summary. 46940101 Monsanio Company OWN Condilions
Signature Name and Title Date
See Page | for Signature I Austin Burns, PLLD. June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Compatty 11-CR-192E-1R Page 49 of 108
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~ Form Approved OMB No. 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information is estimated to average £.25 hours per response for registration activilies and 0.25 hours per
response for reregistration and special review activities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden eslimate or any
other aspecl of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {(2137), U.S. Environmental Protection Agency,
401 M Streal, S.W., Washington, 3C 20480. Do nol send the form o Ihis address.

DATA MATRIX

Date: June 1, 2011 EPA Rcg. NoJ/File Symbal: 524-551 ] Page 33 of 64

Applicant’s{Registrant's Name & Address: Produet: MON 88017
Monsanto Company, 800 N. Lindbergh Bivd., St. Louis, MO 63167

ingredient B.1. Cry3Bb1 profein and the genetic matcrial (vector ZMIR39) necessary for its production in event MON 88017 com (OECD Unigue Identificr: MON-88%317-3)

Guidcline Reference Number Guideline Swudy Name MRID Number Submitter Status Nete

Sidhw, R, §. (2004). Huwnan Heallk and Envirenmental
Assessment of (he Plant-tncorporated Proicclant Bacilfur
thuringiensiy Cry3BbI Prarein Produced in MON 38017, Prodier
$85.1100 MSL-18835 461817-01 Monsanto Company OWN {Characicrization

Beasley, K. A., H.M. Andersoin., P.B, Wimberley, D.W.
Miuank., and R F. Lircite, (2002). Molccular analysis of
YicldGard“Roolwern/Roundup Ready”Com Event MON Produet

£85.1100 88017. MSL-17609 461817-02 Mansunto Cotnpany OWHN {haraclerizarion

Bhakta, N. S., A. J. Harimann, and J. C. Jennings (2003}
Cry3Bbl and CP4 EPSPS Prolein Levels in Corn Tissues
Colleeled from MON 83017 Corn Produeed in U.S. Field Product

885.110G Trials Conducted in 2002, MSL-18823 461817-03 Monsanto Company OWN {haracierization

Duan, 1. L, M. 8. Paradise and C. Jiang (2003}
Evaluation of Functional Equivalence of Two Cry38bi
Prolcin Variants Againgt Snsceptible Colcopleran speeics. Product
885.1100 MSL-18799 461817-04 Monsanio Compainy OWN Characicrization

Hileman, R. E. and J. D. Astwoed (2001). Additional

Characlenization of the Cry3Bbl Protcin Prodeeed in Produet
885.1100 MOWN 863. MSL-17137 ) 454240-10 Monsanio Company OWN Charaelcrizalion
Signature Name and Title Date
See Page 1 for Signature I. Austin Burns, Ph.D. June 1, 2011
Reguiatory Affairs Manager
EPA Form 8570-35 (9-07) Electronic and Faper versions avalable. Submit only Paper version. Agency Internal Use Copy
Monsante Company 11-CR-192E-1R Page 50 of 108

57



SEPA

UNITED STATES ENVIRCNMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of informalion is estimated to average (.25 hours per response for registration activities and .25 hours per
response for reregistralion and special review activities, including time for reading lhe instructions and completing the necessary forms. Send commenls regarding the burden eslimate or any
other aspect of this colleclion of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form fo this address.

DATA MATRiIX

Date: June 1, 2011

EPA Reg. NofFile Symbol: 324-551

l Page 34 of 64

Appheant's/Regstrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., S1. Louis, MQ 63167

Product:

MON 88017

ingrediont 8.1, Cry3Bb| protein and the genetic material {vector ZMIR39} 1ecessary for its production it event MON 88017 comn (OECD Unique Identificr: MON-88317-3)

Guidcling Referenee Number

See Page 1 for Signature

J. Austiit Burns, Ph.D.
Regulatory Affairs Manager

June 1, 2011

Guideline Smdy Name MRID Number Submitter Status Nole

Hileman, R. E., G, Holleschak, L. A. Turer, R, 8.

Thoma, C. R. Brown and J. D. Astwood (2001},

Characicrization and Equivalence of the Cry3Bbl Protein

Produccd by £. ¢odi Formentation and MON 863, MSI.- Product
8851100 17274 - 455382-01 Monsanlg Company OWN Charactcrizalion

Brown, M. (2003). TraitChek™ Cry3Bb Latcral lFlow

Test Strip and SeedChek™ Cry3Bb ELISA Performance

Verificatton for Com Sced, Leaf, and Composite Testing,

MSL-19581, in unpublisled stndy conducted by Product
8601340 Stratcgics Diagnostics, Inc. 463642-01 Monsanto Companly OWN Characterization

Dudin, Y. A., B-P. Tonnu, L. D. Albee and R, P. Lirctte

(2001). Amended Report for MSL-16559: Bur.

Cry3Bhbl.11098 ard NPTII Protein Levels in Sample

Tissuc Colleeted from MOM 863 Grown in 1999 Ficld Produet
885.1 100 Trials, MSL-17181 454240-01 Monsanto Company OWN Charactcrization

Supplemental fnformation for “Evaluation of Functional

Equivalence of Two Cry38bi Prolein Vartanis Against Product
885.1100 Suscepitble Coleopteran Specics™” (MRID No. 461817-04) 465783-03 Monsanto Conmpany OWN Characterizatio

Thoma, R. 8., G. Holleschak, R. E. Hileman and J. D.

Aslwood (2001), Primary Siructural Protein

Characterizaiion of MON 863 Cry3Bb1.11098 Proicin

Using N-lerminal Sequencing and MALDI Time of Flight Product
8851100 Mass Spectrometric Techniques. MSL-17154 454240-11 Monsanto Company OWN Characterization

Stenature Name and Title Date

EPA Form 8570-35 (9-87) Electronic and Paper versions available. Submit only Paper version.

Monsanto Company

11-CR-192E-1R

Page 51 of 108

Agency Internal Use Copy
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P Form Appioved OMB No, 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection ol information is estimaled to average 0.25 hours per response for regislration aclivities and 0.25 hours per
response for reregisiration and special review aclivilies, including time for reading 1he inslruclions and compleling Ihe necessary forms. Send commenls regarding the burden eslimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Informalion Managemenl Division {2137), U.S. Environmental Protection Agency,
401 M Street, S5.W., Washington, DC 20460. Do not send |he form to |his address.

DATA MATRIX

Date: June 1, 2011 EPA Reg. No/File Symbol: 524-551 Page 35 of 64
Applicant's/Registrant’s Name & Address:

Monsanto Company, 800 N. Lindberglt Blvd., 81. Louis, MO 63167 Produc: MON 88017

Ingredient B.2. Cry3Bbl profein and Ihe geretic malerial {vector ZMIR39} neccssary for ils produclion in evenll MON 88017 corn (OECD Unique {denlifier: MON-88@117-3)

CGuidcline Reference Number Guideline Study Name MRID Number Subinitter Status Note

Submission of Supplemental Data (May 21, 2001) in
Support of the Application for Registration of MON 863:
Corn Reotworm Protecled Com (Vector ZMIR13L); EPA Proghict
5851100 Filc Symbel 524-LEL N/A Monsaiite Compaly OWN Characterization

Dudin, Y., B-P. Tonnu and R. P. Lirctte (2001).
Cry3BbI, CrylAb and NPTII Protcin Levels in the Onal-
trzit Maize Hybrid MON 863 x MON 810 Produced in
Argentinian Ficld Trials Conducted During the 1999-2000 Product
§85.1100 Growing Scason. MSL-17266 45791702 Mousante Company OWN Characterization

Holleschak, G., T. C. Lee, R, E. Hilcinan, P. D. Pyla, and
J. D. Astweed (2001). Amended Report for MSL-15835:
Assessment of the Equivalence of B.r. Protein | 1098, B.r,
Protein 11231 and NPT Pretcin Expressed in Comn
Events MON 853 and MON 860 to Micrebial Souices. Produst
885.1100 MSL-17222 454240-04 Mo to Company OWN Charactcrization

Supplemgntal Information for “Cry3Bbl and CP4 EPSPS
Protein Levels in Com Tissues Cellected frem MON
88017 Corn Preduced in U.S, Ficld Trials Conducted n Prodnct
8851100 2002 (MRID Ne. 461817-03) 465783-02 Meonsanic Company OWN Characlerization

Holleschak, G, R. 2. Hileman, and 1. D, Astwood (2001).
Amended Report for MS1L-16396: Assessment of the
Physicochemical Equivalence of Cry3Rb1.1 1098 and

NPTII Frolgins in Corn Event MON 863 te Microbial | Preduct
885.1100 Sourccs, MSL-17220 454240-05 Monsanic Cerpany OWN Characterization
Signature Name and Tttle Date
See Page I for Signature J. Austin Burns, Ph.D. June 1, 2011
: Regulatory Affairs Manager
EFA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submit only Paper version, Agency Internal Use Copy
Monsanto Company H-CR-192B-1R Page 52 of 108

59



~ Form Approved OMB No. 2070-0080
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Streef, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reparting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and .25 hours per
response for reregistration and special review adtivilies, including time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Direcior, OPPE Information Management Division {2137), U.S. Environmental Proteciion Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: June 1, 2011 EPA Rep. No/File Symbol; 524-551 Page 36 of 64
Applicant's/Registrant’s Nanme & Address:

Monsanto Company, $00 N. Lindbergh Blvd., St, Louts, MO 63167 Product: MON 88017

ingredicnt B.¢. Cry3Bb1l protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 corn {OQECD Unigue Identifier: MON-88@1 7-3)

Guideline Refercnee Number Guideline Study Name MRID Number Subimingr Status Note

Supplemental infornination for “Maelceular Analysis ol
YicldGard® Rootworm/Raundnp Ready™ Corn Event Product
8851100 MON 88017” {MR [ No. 461817-02) 465783-01 Maonsante Company OWN Claraetcrization

. Kolwyck, B-P, Tonny, Y. A, Dudin, T. Plocsserand
K. Gustafson (2001), Validated Method for Exiraction

and Dircet ELISA Analysis of Cry3Bbi in Com Grain. Product
860.1340 Monsao Rell No. 99-640E-1, 453731-01 tonsante Company OWN Characierization

Astwoad, J. .0, R, . Hileman, M. J. McKee, T. J. Rydel,
W, Scalc and L. English (2001}, Safety Assessmcnt of
Cry3Bb1 Variants in Corn Rootworm Protecicd Corn. Human Health
N/A MSL-17225 454240-09 Monsante Company OWN Asscasment

Hileman, B. E.,, J. N. Leach and J. D. Astwood (2001).
Assessiment of the in vitre Digestibility of ]
Cry3Bbi.1 1098{(349R} Protein in Simuiated Intestinad Human Heajth
885.1100 Fiuid. MSL-17530 45577002 Monsanie Company OWN Asscssmenl

Holleshak, G., R. E. Hiloman and J. I Astwood (2001).
Amended Report for MSL-16597: Immunedetectability of
Cry3Bbl, 11098 and Cry3Bb 111231 Protcins in the Grain

of liscet Proteeted Comn Events MON 863 and MON 3853 Human Healh
385.1100 Aficr Fleat Treatment. MSL-17223 454240-07 Monsanto Company OWN Asscssmenl
Stenature Narne and Title Date
See Page 1 for Signature 1. Austin Burns, Ph.D. June 1, 2011
Regulatory Affairs Manager
E£PA Form 8570-35 (8-87) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company 11-CR-192E-1R Page 53 of 108
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UNITED STATES ENVIRONMENTAIL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimaled 1o average 0.25 hours per response for registration aclivilies and 0.25 hours per
response for reregisiration and special review aclivities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden lo: Director, OPPE Information Management Division {2137}, U.8. Environmental Protection Agency,
401 M Sireet, 3.W., Washington, DC 20480. Do not send 1he form lo 1his address.

DATA MATRIX

Dale: June 1, 2011 EPA Reg, No.File Symbol: 524-551 Page 37 of 64
Applicant's/Registrant's Name & Address:
Monsanto Company, 806G N, Lindbergh Blvd., 8t. Louis, MO 63167 Product: MON 880617
Ingredient B.2. Cry3Bh! protein and the genetic malerial {vector ZMIR39) nccessary for ils production in event MON 88017 cormn (QECD Unique ldentificr: MON-88@17-3}
Cundeline Reference Numnber Guideline Study Name MRID Number Submitter Statug Nolc
Becltel, C. L. (1999). Acute Oral Toxicity of A.r, Human Health
£35.3050 Protein 11231 in Mice. MSL-16216. 449043-05 Monsante Conipany OWN Assessmenl
Hileman, R. B., E. A. Riee, R. B. Goedman and J. D.
Astwood (2001). Bioinformaties Evaluation of the
Cry3Bbl Protein Produced in MON 863 Utilizing
Allcrgen, Toxin and Public Demain Protein Databascs. : Human Health
£35.1100 MSL-17140 45424008 Monsante Compaay OWN Asscssment
Bonnette, K. L. and P. D, Pyla (2061). An Acute Dral
Toxicity Study in Mice with £. colf Produced
Cry3Bbl.1 1098(Q349R) Protcin, Amended Final Report. Human Health
£85.3050 MSL-17382 455382-02 Monsante Company OWRN Assessment
Leach, J. N, R, E. Hileman and 1, D, Astweed (2001},
Asscssmont of the by vire Digestibility of Cry3Bb1
Protein Purilied from MDN 863 and Cry3Bbl Protcin Human Healtls
£85.1100 Putilicd from E. cofi. MSL-17292 455382-03 Monsanio Company OWN Assessmoent
Bechiel, C. L. (1999). Acute Oral toxicity of B.r. Protcin Human Heald:
§85.305( 11098 in Mice. MSL-16215 449043-(6 Monsante Company OWN Assessmient
Signature Name and Tille Date
Sce Page 1 for Signature 1. Austin Buzns, Ph.D, June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-87) Eledronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsante Company 1i-CR-{92E-1R Page 34 of 108
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“EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, 5.W,

Washington, D.C. 20460

Form Approved OMB No. 2070-D060

Paperwork Reduction Act Notlee: The pubiic reporting burden for this colleciion of information is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any
other aspect of lhis collection of information, including suggestions for reducing the burden to: Direclor, OPPE information Managerent Division (2137), U.S. Environmental Proteclion Agency,
401 M Street, 5.W., Washington, DC 20460, Do not send the form to this address.

DATA MATRIX

Date: June 1, 2001

EPA Reg. No./File Symboi: 524-551

P’age 38 of 64

Applicant's/Registrant's Name & Address:
Monsanto Company, , 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product:

MON 88017

Ingredietn B.2. Cry3Rbl protein and the genctic material {vector ZMIR39) neccssary for its production in event MON 88017 corn (OECD Unique Identificr: MON-8887-3)

Civideline Reference Number

Chideling Study Name MRID Number Submitler Status Nole

Hilcman, R. E. and J. D. Astwood (1999}, Bioinformatcs

Analysis of B.¢. Prolcin 1 1098 and B.1. Protein 1 1231

Sequences Uiilizing Toxin and Public Demain Genetic Human Health
885.1100 Dalabases. MSL-15870 44904308 Monsanlo Company OWN Assessmenl

Hilcarsan, B, E. and 1D Astwood (1999}, Biomformatics

Analysis of 8¢ Protcin 11098 and B.r. Prowein 11231 Human i{eaith
8E5.1100 Sequences Utilizing an Adlergen Database, MSL-15873 449043-09 Monsanto Conipany OWN Asscssmeni

Leach, J. N., R. E. Hilcman, J. W, Marin, R. S, Thoma,

and . £, Astwood {2001). Amended Report for MSL-

15704: Asscssment of the fn Firo Digesubility of B.r.

protein 11098 and 8.4, 11231 Ulilizing Mammaiian Human Health
885.1100 Digestive Fale Modcls, MSL-17166 454240-06 Monsanto Company OWN Assessnienl

MeKee, M. 1. (2001}, Blucgill Diclary Toxicity Study fos

the Bacithes drvingiensiy Cry3Bb1 Protein Variant: A Environmenta)
£85.4200 Waiver Request, MSL-i17383 455332-00 Mounsunto Company OWN Assegsmenl

Drotar, K. R. and H. O. Krucger {199%). Becitlus

thuriagiensis Protein 11098 in Corn Policn: 48-Hour
885.4240 Static Renewal Acule Toxicily Test with the Cladoceran Environnental

Serics 72, Subdivision E (Daphnianagr). MSL-16163 44904318 Monsanto Conipany OWN Asscssnicnt

Signature

See Page 1 for Signature

Name and Title
J. Austin Burns, Ph.D.
Regudatory Affairs Manager

Date
June 1, 2011

EPA Form 8570-35 (9-97) Eleclronic and Paper versions avaiiable. Submit only Paper version.

Meonsanto Company

11-CR-192E-1R

Page 55 of 108

Agency Internal Use Copy
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~ Form Approved OMB No. 2070-0060
i‘i’E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reperting burden for this collection of information ts estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing Lhe burden to: Birector, OPPE Information Management Division {2137), U.S. Environmenlal Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send Lhe form fo this address.

DATA MATRIX

Date: June 1, 2011 EPA Reg. No./File Symbal: 524-551 Page 39 of 64
Applicanl's/Registrant's Nanie & Address:

Monsanto Company, 800 N. Lindbergle Bivd., St. Louis, MO 63167 Product:  MON 88017

tngrediem 8./ Cry3Bbl protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 com (OECD Unique Identifter: MON-§8(317-3)

Guideling Referznee Number Guideling Study Name MRID Nuinber Submitier Siatus Note

Resulis of acute toxicity tests with Dapfenig and eatfish
did not produce any evidence of adverse clleets,

Estuarine and Marine animat stodics are waived for this Environmenial

product because of the very low to no potential for Assessment
8854280 exposure to Cry3Bbl protein from ficld com. N/A Monsanto Company OWN Waived in BRAD

Texiera, D, (2005). Evaluation of Dictary Effceis of a

Cry3Bb! Protein Variant on Minute Pirate Bugs (Orius Environmental
885.4340 insidiosns), MSL-19697 464799-05 Monsanto Company OWN Assessment

Sinee the active ingredicnt in this product is an inseet
toxin (Bt endotoxin) that has never shown any toxicity to
aquatic or terrestrial plants, these studics have been

waived for this product. The Ageney has deterimined Environmental
there is no significant risk of gene caplure and ex pression Asscssment
885.4300 of Cry3Bb protein by wild or weedy relatives of com. NfA Monsanio Company OWN Waived in BRAD

Palmer, 8. 1 and H. O. Krueger (1999). Bacilins
Maringiamsis Protein [ 1231 Dictary Toxicity 8 tudy with
the Ladybird Beetle (Hippodamia convergens). MSL- Environmental
885.4340 16166 449043-14 Monsanto Coinpany OWN Assessmeont

Hoxier, K. A, 8. 1. Paliner and It O. Krueger (1999).
Bacithes thuringiensls Proiein 11231 An Acute Toxicity

Study witl Earthworm in an Artificial Soil Substrate. Environmental
85(L.6200 MSL-16162 449043-16 Monsanto Company OWN Assessment
Signatuce Nare and Title Date
See Page 1 for Signature J. Austin Bums, Ph.D. June [, 2011
: Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company 11-CR-192E-1R Page 56 of 108
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Strect, S.W,

Washington, D.C. 20460

Form Approved OME No. 2070-0060

Paperwork Reductlon Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Prolection Agency,
401 M Street, 5.W., Washington, DC 20480. Do not send the form to this address.

DATA MATRIX

Date: June 1, 2811

EPA Reg. No./Eile Symbol: 524-551

Page 40 ol 64

Applicant's/Registrant's Namc & Address: )
Monsanto Company, 800 N. Lindbergh Bivd., Si. Louis, MO 63167

Product:

MON 88017

Ingredicnt 8.1, Cry3Bbl protein and the genetic raterial {vcotor ZMIR39) necessary for its productiou in evettt MON 88017 corn {OECD Unigue ldentifier: MON-88(317-3)

See Page 1 for Signature

T. Austin Burns, Pl.D.
Reglatory Affairs Manager

June 1, 2011

Cuidelinie Reference NMumber Guideling Study Name MRID Number Submitter Status Note

Teixeira, I¥. (1999}, Assessntent of Clironic Toxicity of

Com Tissue Coptaining the Baciffus niringiessis Prolein Environinental
§85.4340 11098 to Collembola {Folsowia condida). MSL- 15988 44904317 Monsanto Coinpany OWN Asgsessmenl

Paliner, S. J. and H. O. Krucger {1999}, Baciffus

thuringiensis Protein | 1231: A Diclary Study willi Greeit Envirenmental
£55.4340 Lacewing Larvac {Cirysoperfo carneq). MSL-16165 44904312 Monsailo Coinpany OWN Asscssinciit

Palmer, S. J. and H. O. Krucger (1999}, Bacitfus

thuringtensis Protein 11231: A Dictary Study with the

Parasitic Hymenoptera (Masonia vitripennis). MSL- Envirenimental
$85.4240 16167 44904313 Monsaiito Coinpaiiy OWN Assgssment

Dubelmart, S., M. Bliatti, 3. Ayden, J. Murply, S. Levine

and C. Jiang (2005}, Environmental Fate of Cry3Bb!

Protein in Com Fields Planted with MON 863, MSL- Eavironineital
8555200 10285 46510301 Moisaito Compuny CWN Assessinent

Duan, }. |, G. Head, M. MeKee aiid T, E. Nickson

{2001). Dictary Effects of Transgeiic Bacillus

thiingiensiy (Bt) Com Pollen Bxpressing a Variant of

Cry3Bb! Protein oin Adults of the Ladybird Bectle, Enviroiimental
885 4340 Col comegilla macilafa, MSEL-16936 45361301 Mensaite Conpaiy OWN Assessmeilt

Signature Name and Title Daie

EPA Form 8570-35 (9-87) Electronic and Paper versions available. Submit only Paper version,

Monsante Company

11-CR-192E-1R

Page 57 of 108

Agency Internal Use Copy
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" Form Approved OMB No. 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Streef, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this coliection of informalion is eslimated lo average 0.25 hours per response for regisiralion aclivilies ang 0.25 hours per
response for reregisiration and special review aclivilies, including time for reading the instruckions and completing the necessary forms, Send comments regarding the burden estimale or any
other aspect of this eollection of information, including suggestions for reducing the burden lo: Direclor, OPPE Information Managemen! Division (2137), U.S. Environmental Prolection Agency,
401 M Sireel, S.W., Washingion, DC 20460. Do nol send Ihe form to this address.

DATA MATRIX

Date: June 1, 2011 EPA Reg. NoFile Symbel: 524-551 Page 41 of 64
Applicant's/Registrant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., S1. Louis, MO 63167 Product:  MON 88017

tngredient 5.2, Cry3Bbl prolein and the genclic material (vector ZMIR39) nccessary for its production in event MON 88017 corm (OECD Unique Identifier; MON-88@17-3)

Guideline Refercnee Number Ciuidcline Study Name MRID Number Submitter Status Nolg

Bryan, R. L., J. R. Porch antt H. O. Krueger (2001),
Dictary Effcets of Transgenic BT Com Pellen Expressing
a Variant of Cry38b!I Protein on the Ladybird Beetle, Envirommental

B85.4340 Hinpodamia convergens. MSL-17171 . 453613-02 Maonsanto Company OWN Asscssment

Bhatti, M. A., C. L. Pilcher, M. 1. McKee, T. E. Nickson,
G.P. Head and C. D, Pilcher (2001). Field Evalnation for
the Ecological Impact of Carn Roctwonn Inscet-Prateeted BEnvironmental
154-3500 Corn on Nen-Target Organisms. MSL-17179 455382-06 Monsanto Company OWN Asscsgment

Duan, . 1, M. J. McKce and T. E. Nickson (2001,

Dictary Eff'ccts of Transgenic Bacilfus thiringtensis (Bt)
Corn Pollen Bxpressing a Vanant of Cry3Bbl Protein on .
Larvac of the Ladybird Beetle, Cofeomegifia macwiara. Enviramuenial

885.4340 MSL-16807 455382-04 Monsanto Company OWN Agsessmel

Sears, M. and M. Mattila (2002). Determimation of the
Texicity of Comn Polten Expressing a Cry3Bbl Variant
Protcin to First Instar Monarch Buticrfly Larvac (Danas Environmental
885.4340 pexippus) via Laboratory Bicassay, MSL-17235 455382.05 Monsanto Company OWN Asscssiment

Head, G., M., Pleau, S. Sivansupramanian and T. Vanglm

(2001). Insceticidal Spectrum of Activity for Cry3Bb Environmenial
N/A Protecin it vitro. CANTO 455382-07 Mansante Company OWN Assessment
Signature Name and Tile Date
See Page i for Signature 1. Austin Bumns, Ph.D. hme 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-87) Electronic and Faper versions available. Submil only Paper version. Agency Internal Use Copy
Monsanio Company 11-CR-192E-1R Page 58 of 108
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" Form Approved OMB No. 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Streef, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OFPPE Information Management Division (21373, U.S, Environmental Protection Agency,
A1 M Street, S.W., Washington, DC 20460, Do not send the form to this address,

DATA MATRIX

Date: June I, 2011 EPA Reg. No File Symbol: 524-551 Page 42 of 64
Applicnnts/Registrant's Name & Address:

Monsanio Company, 800 N. Lindbergh Blvd., 5t. Louts, MO 63167 froduc:  MON 88017

Ingredient B.£4 Cry3Bb] protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 com (OECD Unigue Identifier: MON-88(317-3)

Guideline Reference Nnmber Guideline Study Name MRIO Number Submitter Status Note

Duan, J. i, M. ). McKcee, G. Head and C. R, Brown

{2042). Endangered Specics Impact Asscssment for Environmental
N/A Cry3BbI Protcin in Transpenic MON 863. MSL-17614 435770-03 Monsanlo Company OWN Asscssment

Head, G. (2002}, Rescarch on the Effcets of Com
Rootworm Protected Transgenic Corn Events on
Nonlarget Organisms: Preliminary Results. Monsanto Environmentat
154-2300 Reference No, 00-CR-032E-7 456530-03 Monsanto Company OWN Asgsessnicnt

Bhatti, M. A., ). O. Duan, C. L. Pilcher, M. J. MeKce,
T. E. Nickson, G. P. Head and C. Jiang (2002).
Ecotogical Assessment of Nontarget Organisis in the
Plots of Corn Rootworm tuseet Protected Corn Hybrid
Contzining MON 863 Event: 2000 - 2001 Ficld Trials. Environmenntal
154-3500 Report MSL-1753t 457G16-01 Monsanto Company QWN Assessment

Sindermann, A. B.,J. R. Porck and H. O. Krucger
{2002). Ewvaluation of a Cry3Bb! Protein Variant in an
Acute Toxicity Study with the Earthworm in an Artificial Envirpnmental
830.6200 Soil Substrate. MSL-18137 4575741t Monsanto Company OWN Assessment

Galltagher, 8. P., i. Grimes and J. B, Beavers {1999).
Bacillus thuringienxix Protein 11231 in Com Grain: A

Detary Toxicity Study with the Northem Bobwhite. Environmental
§85.4050 MSE-16161 440043-15 Monsanto Company OWN Assessment
Signature Name and Title Date
See Page 1 for Signature 1. Austin Bums, Ph.D, June i, 2011
- Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electionic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company 11-CR-192E-1R . Page 59 of 108
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“EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Sfreet, S.W.
Washington, D.C. 20469

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this coltection of information is esiimated to average 0.25 hours per response for regislration aclivities and 0,25 hours per
response for reregisiration and special review aclivities, including lime for reading 1he instruciions and compleling the necessary forms. Send comments regarding the burden eslimate or any
other aspect of 1his collection of information, including suggesiions for reducing 1he burden to: Director, OPPE Information Managernent Division (2137), U.S. Environmental Protection Agency,
401 M Streal, S.W., Washington, DC 20460. Do nol send the form o 1his address,

DATA MATRIX

Dale: June £, 2014

EPA Reg. No./Filg Symbol; 524-551

Page 43 of 64

Applicanl’s/Regisirant's Namc & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product:

MON 88017

Ingredien) B.7. Cry3Bbl protein aud 1he genetic material (vector ZMIR39) necessary for s produclion in evert MON 88017 corn (OECD Unigue identifier: MON-88@17-3)

See Page 1 for Signature

J. Austin Burns, Ph.D.
Regulatory Affairs Manager

June I, 2011

Guitictine Referenee Number Citideline Sludy Name MRID Nuinber Submiter Status Nole

Maggi, V. L. {1999). Evatuation of the Diclary Effecl(s)

of Purificd Baciffus vurringiensis Frolcin 11234 on Adull Environmental
§85.4380 ftoncy Becs (Apis meflifera L), MSL-16169 449043-1 | Monsanto Company OWN Assessmoent

Manin, I W., M. }. McKee, 8. Dubetman and Y. A

Dudin (2000). Acrobic Soit Degradalion of 1he B.r,

Protein £1098 as a Componenl of inscet Protected Corn. Environmentat
§85.5200 MEL-16440 451568-04 Monsano Conipany OWN Asscssincnt

Dubctman, 3., B. Ayden, M. Mucih, J. A, Warren, C.

Jiang, ). Bookout and Y. Dudin (2002). Acrcbic Soit

Degradaion of the Bacifius timringiensis Cry3Bht

Varianl Protein Produced in Comn Rootworm Protected Environmental
885.5200 MON 863. MSL-|7t02 45757102 Monsanto Company QWN Asgsessmaent

George, B. (2001). Comparison of Broiler Performance

When Fed Didls Conlaining Events MON 863, Parentat Environnicutal
885.4050 Linc or Commereial Com. MSL-17243 ) 459415-G1 Monsanlo Company OWN Asscssment

Maggi, V.L.(1999). Evaluation of the Qictary Efficls of

Purified Baciffus tharingiensis Protein 11231 on Honey Enviroiimentat
885.4380 Bee Larvac. MSL-t6168 449043-10 Monsanto Company OWN Asscssmen]

Dubelman, 3., B. Ayden, J. Colyer, B. Ledesma, S.

Leving, F. Lioyd, G. Muctier, J. Warren & C. Jiang

{2607) Environmenlat Fate of the Cry3Bb| and Cryl Ab

Proeins in Com Ficlds Plaitted wilh MOMN 863 x MON Environmenlal
85.5200 810 for Three Conseculive Years MSL-20589 ) 472829-02 Maonsanto Company OWN Asscssmen)]

Signature Name and Title Date

EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper version.

Monsanto Company
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 207(0-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registralion activities and 0.25 hours per
response for reregistration and special review aclivilies, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency,
401 M Street, 8.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: June |, 2011

EPA Reg. No./File Symbol; 524-551

Page 44 of 64

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindberglt Blvd,, St. Louis, MO 63167

Prodict:

MON 88017

Ingredient £.% Cry3Bbl protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 corn (OBCD Unique Identifier; MON-88017-3)

Guideline Referenee Number

Guideline Study Nane

MRID Number Submitter Statug Nole

Duan, J., M. Bhati, C. Brown, G. Head, C. Jiang, C,

Pilcher, C. Pilcher, D. Carson & T. Mickson (2007) Two

Year Ficld Asscssment of the Effect of Combined Trait Bt Envireninental
154-3500 Cor Mon 863 x MON 810. MSL-19696 472829-01 Monsanto Conpany OWN Assessment

Duan j. J,, C. jiang, M.J, McKee, MLA, Nemeth, D.

Ward, G. Head, S. Levine, M. Bhatti and M. Paradise

{2004). Statistical Power Analysis of a Two-Year Hicld

Study Evaluating thic Ecological Effect of Corn Event Environmental
154-3500 MON 863, MSL-19246 462627-03 Mounsanto Company OWN Assessmentl

Duan I. )., C, Jiung, C. Brown, M. Bhiati, M. Nemelth, T.

Nickson and D. Ward {2004). Supplemental Statistical

Analysis of Data from a Two-Year Ficld Census Study Environmental
154-3500 willl Com Evenl MON 863, MSL-19329 463942-02 Monsanto Company OWN Assessment

Dubelman 8., M. Bliatli and B. Ayden (2004). interim

Report: Assessment of the Environmental Fate of the

Cry3Bbl Protcdn in Com Fields Planted with MON 863, Environnental
885.5200 MSL-18931 ] 462001-01 Monsano Compuny OWN Asscssment

Duan ). and M. Paradise {20015). Evalvation of Dictary

Effcels of Cry3Bb1 Prolcin on the Ground Beelle Environmental
845.4340 Poeeilus ehaleires {(Colecoptera:Carabidac). MSL-19631 464799-04 Monsanto Company OWN Agsessmenl

Head, G. {2004} Rescarch on the Effects of Com

Rootworm Protected Transgenic Com on Nen-Target Environmental
154-3500 Organisnis. Poblications & Manuscripts, 46262702 Monsanto Conpany OWN Asscssment

Signature

See Page 1 for Signature

Name and Title
J. Austin Burps, Ph.D.
Regulatory Affairs Manager

Date
Fune 1, 20} 1

EPA Form 8570-35 {9-971 Eleclronic and Paper versions available. Submit only Paper version.

Monsanto Company
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o Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Streetf, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response Tor regislration activities and 0.25 hours per
response for reregisiration and special review activilies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for requcing the burden to: Direclor, OPPE Information Management Division (2137), U.5. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20480. Do not send the form to this address.

DATA MATRIX

Dat; June |, 201} EPA Reg. No./File Symbol: $24-551 Page 45 of 64
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., 8t. Louis, MO 63167 Produet:  MON 88017
| ingredicnt B.2. Cry3Bbl protein and the genetic material (vector ZMfR39) necessary for its production in event MON 88017 cotn {OECD Unique fdeptifier: MON-88017-3)
Guideline Reforenee Number Guideline Study Name . MRID Ninnber Submitter Stalys Note

Manunalian wildlife cxposurc to Cry3Bhl protein is
considered likely; however, the Cry3Bbl roxicity data for
Human Health Asscssment indicate (hat there is no

significant toxicity to rodents form testing at the Environmental
maximum hazard dose. Tlerefore no hazard to ’ Assessment
885.4150 mampmialian wildlife is anticipated. NiA Monsanto Company OWN Waived in BRAD

Li, M. H. aud E. H. Robinson (1999}, Bvaluation of

Inscet Proteeted Com Lines MON 853 and MON 839 as a Environmeiital
88542060 Feed Ingredicnt for Catfish. MSL-16164 449043-19 Monsanto Company OWN Assessmcnt

Duan, J. )., G. Head, M. ). McKee and D. P. Ward {2003} Euvirommenial

Data Waiver Request: Toxicity of 8¢ Cry3Bbl Protein Assessmicnt
8854340 inn the Red Milkweed Bectle (Tefraopes sp.). MSI-18741 N/A Motisanlo Comipany OWN Granted in BRAD

Pileher, C. D, {2001}, Efficacy of MON 863 Agaiust
Com Rootworm and Comparison lo tpsecticide
Treatinents — Results of Year 2000 Ficld Trials.
WA Monsanto Ref. No. 00-CR-032E-3 453613-03 Maonsanuto Comnpany OWN Bencfits

Mitchell, P. D. (2002}, Yicld Benetit of MON 863,

NiA MSL-17782 456530-02 Monsanto Cotnpany OWN Bencfits
Signature Name and Title Date
See Page 1 for Signature I Austin Burns, Ph.D, tune 1, 2011
Regulatory Affaurs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsaato Company 11-CR-192E-1R Page 62 of 108
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" Form Approved OMB No. 2070-0060
wE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
461 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Motice: The public reporting burden for this collection of information is estirmated to average 0.25 hours per response for registration activilies and 0.25 hours per
response for reregislration and special teview aclivilies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspect of this collzction of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S, Environmantal Protection Agency,
401 M Street, S.W,. Washington, DC 20460. Do not send the form lo this address.

DATA MATRIX

Daie: June 1, 201¢ EPA Reg. No./File Syinbol: 524-551 Page 46 of 64
Applicant's/Registrail's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., 3t. Louis, MO 63167 Product: MON 88017
Ingredient_B.£ Cry3Bbl prolein and the genctic material {vector ZMIR39) irecessary for its production in event MON 88017 com (OECD Unique ldentifier; MON-88@17-3)
{uideline Reference Number Guideline Study Name MRID Nuinber Submitier Status Notc
Ward, D. P. {2002), Public tnterest Asscssment
Supporting Registration of Bacii/us Unningiensis
Cry3Bb| Protein aid the Genetie Material (Veetor
ZMIR t3L) Neeessary for its Production in MON 863, -
N/A MSL-17766 . 456530-01 Monsanto Company OWN Benefits

Milicr, D, (2000). Public tutcrest Docuinent Supporting
the Registration and Excmption from the Requirement of
a Tolerance for the Plant-incorporated Protectant,
Bacithus ¥umwinglensis Cry3Bb Proicin, and the Genetic
Matcrial Necessary for iis Production in Comn (Veetors
ZMIR12L, ZMIRI13L and ZMIR14L). Monsznto Ref.
NiA No. 99-78 11 454297-01 Muonsanto Company OWN Beuefits

Alston, L M., J. Hyde and M. C. Mara (2002), An Bx
Ante Analysis of the Benefits from ihe Adoption of
Mousanto's Corn Rootwortm Resistant Varietal

N/A Technology - YicldGard® Rootworm. MSL-17993 456923-01 Monsanto Compauy OWN Benefits

Vaughn, T. T., M. Pleau, R, Knutson and 1. Ceombe
(2001). Comparing the Efficacy of MON 853 and MON
863 to Three Com Rootworm Speeies, Northem Corn
Rootworin (Dobrotica barberi), Southcm Com
Rootwonn (D, undecimpunciata Aoward), and Western
N/A Corn Rootworm (D, virgifera virgifera). MTC RPTH 455382-08 Monsanto Company OWN Bencfits

Vaughn, T., D. Ward, J. Pershing, G. Head and J,
MefFerson (2001). An taterim Inscet Resistance
Managerneut Plan for MON 863 A Trausgenic Com

BA Rootworm Control Product. MS3t-17556 455770-01 Monsanto Company OWN Benefits/IRM
Signature Name and Title Date
See Page 1 for Signature , I. Austin Burns, Ph.D. June 1, 2011
Regulatoty Affairs Manager
EPA Form 8570-35 (9-87) Electronic and Paper versions available. Submit only Paper version. Agency Internat UJse Copy
Mousante Company 11-CR-192E-1R Page 63 of 108
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“EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for regislration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
othar aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, 8.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Dae; June 1, 2011

EPA Reg. No/File Symbol: 524-55]

Pape 47 of 64

Applicant’s/Registrant’s Nanic & Address:
Monsanto Company, 860 N. Lindbergh Blvd., St. Lows, MO 63167

Product:

MON 88017

Ingredient B.1. Cry3Bb] protein and the genetic material (vector ZM{R39) necessary for its production in event MON 88017 com (OECD Unique {dentifier; MON-88(17-3)

Guideline Reference Number

Guideline Sindy Name MRID Nunber Submiiter Status Note
Vanghn, T. (2004). Progress Reporl on tnseet Resistance

NiA Managermeni for Com Event MON 863, 461865-01 Mousanto Company OWN IRM
Vaughn, T. (2001), Prclimi:‘mr}r Resulis of Rescarel: on
Inscet Resistance Management for a Transgenie Corn

NiA Rooiworm Conirol Produet, 433484-01 Monusanto Company OWN 1RM
tfcad, G. and K. Reding. (2006). Com roolwonn Insect
Resistance Managemeni Research (fourteen journal

NiA publicalions} 46742401 Monsanlo Comnpany OWN IR M
Davis, P., G. Head, J. McFerson et al. {2000). lusect
Resisianee Management for a Transgenie Coni Rootworin

N/A Conirol Produci. 451568-05 Monsunto Company QOWN 1M
Vanglm, T. (2003), Estimating Cry3Bbl Resistance
Allele Frequencies in Corn Rootworm Larvae Feeding on

NIA MON §63. Monsanio Ref. No, 03-CR-097E-4 459438-01 Monsanio Conipany OWN 1R M

Signatyre

See Page 1 for Signature

Namme and Title
I Austin Burns, Ph.D.
Regulatory Affairs Manager

Date
June §, 2011

EPA Form B570-35 (9-97) Electronic and Paper versions available. Submil only Paper version.

Monsanto Company

11-CR-192E-1R

Page 64 of {08
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No. 2070-0080

Paperwork Reduction Act Notice: The public reporting burden for ihis collection of information is estimated to average 0.25 hours per response for registration aclivities and (.25 hours per
response for reregistration and special review activities, including time for reading Ihe instructions and completing the necessary forms. Send comments regarding |he burden estimaie or any
other aspeet of this collection of information, including suggestions for reducing the burden lo: Director, GPPE Information Management Division {2137}, U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: June |, 2811

EPA Reg. NoJFile Symboi: 524-351

Pagc 48 of' 64

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

MON 88017

grediont B.1. Cry3Bbl protein and the genetic material (vector ZMIR39) necessary for its productiou in event MON 88017 corn (OECD Unique Idenfifier: MON-88¢17-3)

Guidciine Reference Number

Guideline Study Name

MR Number

Status

Motc

NA

T. Vaughn {2005}. Sccond Progress Repor on fuscel
Resistance Management for Corn Event MON 863,
REVISED

N/A

Monsanlo Company

OWN

IRM

N/A

Letter submitied May 23, 2003 to EPA with 12 research
protacols on the biology and ccology of the com
roolworm pest complex.

N/A

Monsanto Company

OWN

IRM

NIA

Vanghn, T, (2004}. 2004 Progress Report for the Corn
Bvent MON 863 Resistance Monitoring Program.

462627-G1

Monsanto Company

OWN

IRM

NIA

Administrative Malterials in Support of the Registration of
Bacithus thuringiensis Cry3Bb Protein and the Genetic
Material {Vector ZMIR 3L} Neecssary for its Production
in Corn; and Amendmont ol the Prcvious Request for
Exemption from the Reguirement of a Tolerance,
PE7F4888

451568-00

Monsano Company

DWN

Tolerance
Excumplion

NIA

Pilacingki, W. P. and M. W, Taylor (1999}
Adminzstrative Matcerials in Support of the Registration of
the Plant-Expressed Proteetant Baciffus thuringlensis
Coru Rootworm Control Protein, a5 Produced in the Com
{Zea waps, L), and the Amendment to the Previous
Request lor Exemption from ihe Requirement of a
Tolerance, PP7I4888

449043-00

Maonsanto Company

OWN

Tolerance
Excmption

Signature

See Page 1 for Signature

Name and Title
3. Austin Burus, Ph.D,
Regulatory Affairs Manager

Date
June 1, 2011

EPA Form 8570-35 (3-97) Electronic and Paper versions available. Submit only Paper version.

Monsanto Company

[1-CR-192E-1R
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P . Forr Approved OMB No, 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reduetion Act Notice: The public reporting burden for this collection of informalion is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per
response for reregistration and special review activilies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any

olher aspect of this collection of information, including suggeslions for reducing the burden to: Director, OPPE Information Management Division {2137}, U.5. Environmental Prolection Agency,
41 M Street, S.W., Washington, DC 20460, Do not send the form to this address.

DATA MATRIX

Date: June 1, 2011 EPA Reg. No./File Symbol: 524-551 Page 49 of 64
Applicanl'sfRegistrant's Namc & Atldress: )

Monsanto Company, 800 N. Lindbergh Bivd., 8, Louis, MO 63167 Product:  WMON 88017

Ingredient B.2. Cry3Bbl protein and the genetic matcrial {vector ZMIR39) necessary for its production in cvent MON 88017 corn (OECD Unique Identificr: MON-88017-3)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Nole

Pelition for Bxcmption from the Requireinent of a
Toleraice for Baciflus ehuringiensis Cryl, Cry2, and Cry3
Classes of Proteins and the Geneic Material Necessary
for the Production of These Proteing fn or On All Raw
Agricultoral Comimioditics When used as Plant-Pesticide Tolerance
N/ Active Ingredients. PP 7045888 Muonsanto Company OWN BExemption

MeCoy, R. L. and A. Sivanovich (2003). Bicinformatics
Analysis of the CP4 EPSPS Protein Ulilizing the ADA,
885, 1100 TOXINS and ALLPEPTIDES Databascs. MSL18752 466361-01 Monsanto Company OWN bicel Ingeedicnt

MeCoy, R.L. and A. Sivapovich (2005), Updated
Bicinformatics Bvaluation of the CP4 EPSPS Protem
§85.1100 Litilizing the ADS Database. MSL 19894 ) 466361-02 Monsanto Coinpany OWN lien Ingredicnt

Monsanto Company (1995), Submission of Toxicology
Data in Support of & Telerance Petition for CP4 EP3PS as
885.3050 a Plant Pesticide Formulation Inert Ingredieant.
Transmittal of | Study. 436919-00 Mousante Company OWN lncit lgredient

Hatrisen, L., B. Bailey, D). Nida, M. Taylor, L. Holden
and 3. Padgette (1993). Preparation and Confirmation of
Doses for an Acute Mouse Feeding Study With CP4

885.3050 BRSPS, Lab Project Numbers; 92-01-30-12; 92-419-719 436919-01 Monsaino Conpany OWN Inert Ingeedient
Signature . Name and Title Date
See Page 1 for Signature 1. Austin Burns, Ph.D, June 1, 2011
' Regulatory Affairs Manager
EPA Form 8570-35 {9-97} £lectronic and Paper versions available. Submit only Paper version. Agency Interna! Use Copy
Monsanto Company 11-CR-192E-IR _ Page 66 of 108

73



Form Approved OMB No, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, [3.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for regisiration activities and 0.25 hours per
response for reregisiration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of Ihis collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S, Environmental Protection Agency,
401 M Street, 8.W., Washington, DC 20480. Do hot send the form to this address,

DATA MATRIX

Date: June t, 2811

EPA Reg. No./Filc Symbol; 524-551

’age 50 of 64

Applicant's/Regisirant's Name & Address:
Monsanio Company, 800 N. Lindbergh Blvd., St. Louts, MO 63167

Product:

MON 88017

ngredient B.7. Cry3Bbl protein and the genetic materiat {vector ZMIR39) necessary for its production in cvent MON 88017 corn {QECD Unique Identifier; MON-88(317-3)

Guideline Reference Number

Guideline Study Name

MRID Number

Submiticr

Slatus

Notc

885.1100

Padgetic, S., G. Barry, D, Re, D. Eichltiolz, M. Weldon,
K. Kolacz and G. Kishore (1993). Punfication, Cloning,
and Characterization of a Highly Glyphiosate-Toelcrant 5-
¢nolpyruvylshikimate-3-phosphate Synthase from |
Agrobacteivonm spr. Strain CP4. MSL-12738

438076-01

Monsanto Company

OWN

Inert Ingredicnt

§35.1100

Bishop, B. {1993}. Production ol CP4 EPSP in s 100
Liter Recombinant Escherichia coli Fermenlation, MSL-
12385

438076-02

Muonsanto Company

OWN

Inen Ingredicnt

§35.1100

Heeren, R., 8, "adgette and M. Gustafson (1993). The
Purification of Recombinant Excherichia coli CP4 5.
cnolypyruvylshikimate-3-phosphate synthase for
Equivalence Studics. MSL-12574

438076-03

Muzsante Company

OWN

N/A

Monsanto Company (1995). Submission of Product
Cheraistry, Toxicolegy and Pesticide Fate in Animals
Data in Suppert of the Excmption for the Requirement of
a Petition for Tolerance for CP4 EPSPS. Transmittal of 4
shudics.

436433-00

Wonsanto Company

OWRN

Inert Ingredient

Iner! Ingredient

885.110¢

Harrison, L., M. Bailey, R. Leimgraber, C. Smith, D.
Nida, M. Taylor, M. Gustafsen, B. Heeren and 5.
Padgette {(1993). Characterization of Micrebialty-
Expressed Protein: CP4 EPSPS, Lab Project Number:
G2701730414: 12501

436433-01

Monganto Company

OWN

Incit Inpredient

Signature

See Page 1 for Signature

Name aud Title
J. Austin Buwms, Ph.D.
Regulatory Affairs Manager

Date
June 1, 2011

EPA Form 8570-35 (9-87) Electronic and Paper versions available. Submit only Paper version.

Monsanto Company

11-CR-192E-1R
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Agency Internal Use Copy
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No, 2070-0060

Baperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregisiration and special review activitios, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of lhis colleclion of information, including suggestions for reducing the burden to: Director, OPPE Informalion Management Division (2137), U.S. Environmental Proteclion Agency,
401 M Street, S.W,, Washingion, DC 20460. Do not send the form to this address.

DATA MATRIX

Date; June 1, 2011

EPA Reg. NoJFile Symbol: 524-551

Page 51 of 64

Applicant's/Registrant's Nanic & Address:
Monganto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product: MON 88017

Ingredicnt B.£. Cry3Bb1 protein and the genetic material (vector ZMIR39) necessary for its production in cvent MON 880t7 corn (QECD Unique Identificr: MON-88¢i17-3)

Guideline Reference Number Guideline Study Mame MRID Number Submitter Status Note

Lee, T., M. Bailey, C. Smifh, . Zcng, E. Elswick and P.
Sanders (1995). Assessment of the Equivaleuce of CP4
EPSPS Protein Produced in Escherichio cofiand
European Corn Borer Resistant Com. Lab Project

§85.1100 Number: 94-01-39-10: MSL-13920 _436433-02 Monsanlo Cowpany OWN Inert {ngredicnt
Naylor, M. (1993). Acute Oral Toxicity Study of CP4

885.3050 EPSPS in Albine Mice. Lab Project Number: 82223 436433-03 Monsauto Company OWN Inert Ingredient
Ream, J., M. Bailcy, J. Leach and S, Padgettc (1993).
Assessment of the in vitro Digestive Fate of CP4 EPSPS

8851100 Synthage, Lab Project Nuniber; 92-01-30-15: 12949 436433.04 Monsanio Company OWN Inert Ingredicut
Revisions aud Clorification to the Tenns & Conditions of
Repisiration for Com Event MON 863 and YicldGard™
Plus Corn; Progress Report on Multiple IRM-Related
Activitics for MON 863; und Responsc to EPA Letter Terms &

N/A Dated August 13, 2004. Submitted 7/7/2005. N/A Monsanio Compauy OWN Conditions
Siegfricd, B. and T. Spencer (2005). Suseeptibility of
Meonate Rootworm Larvae to the Cry3Bb 1 Toxin from
Bacillus uringinests. This report satisfics the lusect Terns &
N/A Monitoring Terms & Conditions. 467259-01 Mounsauto Company OWN Coudilions

Signature

See Page 1 for Signature

Name and Title
I. Austin Burns, Ph.D.
Regulatory Affairs Manager

Date
June i, 2011

EPA Fonm 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.

Monsanto Company

11-CR-192E-1R

Page 68 of 108

Agency internal Use Copy
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P Form Approved OME No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing lhe necessary forms. Send comments regarding the burden estimate or any
other aspecl of this collection of information, including suggestions for reducing the burden to: Girector, OPPE Information Management Division (2137}, U.8. Environmental Protection Agency,
401 M Sireet, 5.W., Washington, DC 20460. Do not send the fonn to this address.

DATA MATRIX

Datc: June 1, 2011 EPA Reg, No./File Symbol: 68467-5 Page 52 of 64
Applicant’s/Registrant's Neme & Address:
Monsanto Company, 803 N, Lindbergh Blvd., 8t. Louig, MO 63167 produci:  Herculex® RW [nsect Protection

Ingredient  B.7. Cry34Abl and Cry35AbI [nsecticidal Crystal protcin and the genetic inaterial necessary for its production (plasmid insert PHP17662) in corn (OECD ldentifier: DAS-
39122-7)

Guideline Roterenee Number Guideline Study Name MRID Number Submitter Status MNole

Product chamcierization data for Bactfus fuaingiensis
PS149B1 13.6 kDa and 43.8 kDa insecticidal erysial -
proteins expressed in transpenic maize plants 45242201 68467 PER

Equivaicney of microbial and maize-cxpressed PS 149Bi _
proteing 45242203 68467 PER

Microbial PS 14981t Binary Delia-Endotoxin: Maize-
Inscet-Pest Snsceptibility Study . 45242204 68467 PER

Comparison of the Amino Acid Sequence of (he Baciffus
thuringiensis Strain PS149B1 13.6 kDa and 43.8 kDa

litseenicidal Crystal Proleins to Known Protein Allerpens 45242205 68467 PER

Characterization of Pseudmuaenas produced and
transgenic maize expressed pliosphinothricin

acctyltransferase (PAT) protein 45242206 68467 PER

PS149B1 14 KDA Protein: Aettte Gral Toxicity Study i :

CD-1 Mice 45242207 68467 PER

Signature Name and Title Date
See Page 1 for Signature J. Austin Burns, Ph.D, June 1,2011
Regulatory Affairs Manager

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company 11CR-192E-1R Page 69 of 108
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" Form Approved OMB No. 2070-0060
ﬂE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The pubiic reporting burden for this coilection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
rasponse for reregistration and special review activities, inciuding fime for reading the insiructions and compleling the necessary forms. Send comments regarding the burden estimate or any
other aspect of this coliection of infermation, including suggestions for reducing the burden to: Director, OPPE informalion Management Division (2137}, U.S. Environmental Protection Agency,
401 M Street, 8.W., Washington, DC 20460. Do not send the form lo this address.

DATA MATRIX

Dale: June 1, 201 1 EPA Reg. No/File Symboi: 68467-5 Page 53 of 64
Applicanl's/Registran's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., S1. Louis, MO 63167 Product: Hereulex® RW Insect Protection

fngredient  B.t. Cry34Abi and Cry35Ab1 Insecticidal Crystal protein and the genetic material necessary for its production (piasinid inscrt PEP17662) in com (OECD Identifier: DAS-
59122-7}

Guideline Referenee Number Guidciing Siudy Name MRID Number Subpilier Stalus Nole

PSE49Bt 44 KIDDA Protcin: Acule Oral Toxicity Study in
CD-t Mice 45242208 64467 PER

PSi49B§ 4 KDA and 44 KDA Profeins: Acule Oral -
Toxicity'stwdy in CD-| Micc 45242209 68467 PER

PSE49Bi Binary Ensccticidal Crysial Profein: A Diglary
Toxicity Sndy wills thie Ladybird Beetle 45242210 68467 PER

The Tri-Trophic Inleraction Between PS {4981
Transformed Maize, Corn Leaf Aptid and Ladybird
Beelie 45242211 68467 PER

in Vitro Digestibifity of PS149B 1 Proicins 45242312 63467 PER

Quantitative ELISA analysis of PS149Bi protein
expression ievels in hybrid and inbred fincs of maize

event TC5639 (interiim report) : 45242213 68467 PER
Signature Name and Tille Date
See Page I for Signature J. Austin Bums, Ph.D. June 1, 2011
| Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Eiectronic and Paper versions available, Submit oniy Paper version. Agency internai Use Copy

Monsanlo Company 11-CR-192E-1R : Page 70 of 108
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~ Form Approved OMEB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
431 M Street, S.W.
Washington, D.C. 20460

Baperwork Reduction Act Notlce: The public reporting burden for (his collection of infarmation is estimated to average 0.25 hours per response for registration activities and (.25 hours per
response for reregistration and special review activities, including fime for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspect of this collection of information, including suggestions for reducing the burden to: Director, OBPE Information Managemenl Division {2137), U.S. Environmental Protection Agency,
401 M Street, $.W., Washington, DC 20460, Do not send the form to this address.

DATA MATRIX

Date: June |, 2011 EPA Reg. No/File Symbol: 68467-3 Page 34 of 64
Applicant'sfRegistrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louwis, MO 63167 Product: Hetculex® RW Insect Protection

tngrediont B2, Cry34Abl and Cry33AbI Insecticidal Crystal protein and the genetic material necessary for ils production (plasmid insert PHP 17662) in corn (OECD Identifier: DAS-
59122-7)

Guidcling Reference Number Guideline Study Name MRID Nuntber Submitter Status Note

Degradation of Microbial Binary PS1498( Delta-
Badotoxin in a Representative Soil from the Mid-Westent

USA Maize-Growing Region 45242214 6B467 PER

Product durability plan for transgenic maize expressing
insccticidal crystal protein from Baciliuy thuringiensis
strain PSI49B [ during the experimental use penod 45242215 6R467 PER

Ficld cfficacy of PSI49B1 maize cvents against com
rootworrms 45242216 68467 PER

Microbial PS149B | Binary Insceticidal Crystal Protein,
Pollen Expressing 'S14981 Binary Insecticidal Crystal
Protein, and Individual PS14981 14kDa and 44 kDa

Insecticidal Crystal Proteins. 45340761 6B467 PER

Thermolability of PS149B1 Binary Delia-Endotoxin 45358401 68467 PER

PS (49 B hinary insceticidal erystal protein: Acute toxicity

study to the carthworm in an artificial substrate 45360201 GRA6T PER
Signature Name and Title Date
See Page 1 for Signature J. Austin Burns, Ph.D. June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 {9-97) Eleclronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company H-CR-192E-IR Page 71 of 108
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~ Form Approved GMB No., 2070-0060
wE PA UMNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Streef, S.W.
Washington, D.C. 20460
Paperwork Reduction Act Notlce: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send commenls regarding the buiden estimate or any

other aspect of this colleclion of informaltion, including suggestions for reducing the burden lo: Director, OPPE Informalion Management Division (2137}, U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the torm to this address.

DATA MATRIX

Date: June |, 2011 EPA Reg, NoJFile Symbol: 684G7-5 Pagc 53 of 64
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N, Lindbergh Blvd., St Louis, MO 63167 Product;  Herculex® RW Insect Protection

Ingredicnt  B.i. Cry34Abl and Cry35AbI Insccticidal Crystal protein and the genetic material necessary for ils production {plasmid insert PHP 17662) in corn (OECD Identifier: DAS-
59122.7)

Cuideline Referenee Numiber Guideline Study Name MRID Number Submitter Status Note

Latcral flotv test kit method validation for the defection of
the PS149B1 14 xDa and 44 kDa protcin in maizc grain 45383401 68467 PER

Heat lability of individual proteins of the PS149B1 binary
ice . 45584501 68467 PER

In Vitro Simulated Gastric Fluid Digestibility Study of
Microbially Derived Cry34Ab) Protein 43584502 68467 PER

Characterization of Cry34Abl and Cry35AbI1 from
Recombinant Pseudomonas flirorescens and Trapsgenic
Maize 45790401 68467 PER

Chizracicrization of DNA tiserted into Trausgenic Com
Events {Cry34 Ab1 and Cry35Ab1) 45790402 68467 PER

PS14981 Binary tusceticidal Crystal Protcin: An §-Day
Dictary Study with the Rainbow Tront, Oneorhynchns
mykiss, Walbaum 45790403 6R467 PER

PS149B | Binary Inscetictdal Crystal Protein: An Actic

Toxicity Study with the Daphuid, Daphnia magna Stravg 43790404 68467 PER
Stgnature Name and Title Date
See Page 1 for Signature J. Austin Burns, Ph.D. June 1, 2011
. Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsauto Company L1-CR-192E-1R Page 72 of 108
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~ Form Approved CMB No, 2070-0060
'i'iE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20480

Paperwork Reduction Act Notice: The public reporting burden for lhis colleclion of information is estimated to average 0.25 hours per response for registralion activilies and 0.25 hours per
response for reregistralion and special review activities, including lime for reading the instruclions and compleling the necessary forms. Send comments regarding the burden eslimate or any
other aspect of this collection of infarmation, including suggeslions for reducing the burden to: Director, OPPE Information Management Division {2137}, U.S. Environmental Protection Agency,
401 M Slreel, 3.W., Washington, DC 20480. Do not send lhe form lo this address.

DATA MATRIX

Date: Junc 1, 2011 EPA Reg. NofFile Symbol: 68467-3 Page 56 ol 64
Applicant’s/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd,, St. Louis, MO 63167 Produei:  Herculex® RW [nsect Profection

lugredient  B.. Cry34Ab) and Cry35Abt lnsecticidal Crysial prolein and the genelic material neeessary for ils production {piasmid insert PHP17662) in corn {OECD Idenlificr: DAS-
59122-7)

Guideline Referenee Number Guideline Study Name MRID Number Submitter Slalus Nole

PS149B1 Binary lnsceticidal Crystal Prolcin: Diclary
Toxicily lo Parasitic Hymenoplera {Nasonia vitripennis) 45790405 68467 PER

Assessinertl of Chronie Toxieity of Diet Coitaining
Bacitlus thuringlensis PS148BI luscolicidal Crystal
Protciii lo Collembola (Fofyomie condida) 45790406 68467 PER

PSt49BI liisceticidal Crysial Protciin: Diclary Toxicily o

Green Lacowing Larvac {Clrysoperla carnea) 45790407 68467 PER

SDS-PAGH Sensilivily Aualysis for Cry35Ab1 i Support
of the Simulated Gastrie Fluid Digestion Study '
MRIDMH452422 12 45790408 63467 PER

Trait Durability and Experimental Use of Transgenic
Maize Bxpressing Ihe lnsceticidal Crysizlline Proteiis
Cry34Ab | and Cry35Abl 45790509 63467 PER

Ficld Efficacy of Cry34Abl/Cry35Ab1 Maize Evenls
Agaiiist Com Roolworms 457904 10 68467 PER

Product cliaracterization data for Bocillus thuvingiensis
Cry34Abl and Cry35AbI proleins cxpressed in
transgenic maize planis (PHP 17658) 45790501 68467 PER

Produel Cliaracterization Data for Baciliuy #hwingiensis
Cry34 Abl and Cry35Ab1 Prolcins Expressed in

Traisgenic Maize Plants {PHP17662) 45790001 68467 PER
Signature Name and Title Date
See Page 1 for Signature ). Austin Burms, PILD. June L, 2011
Regulalory Affairs Manager
EPA Form 8570-35 {2-97) Electronic and Paper ve/sions available. Submit only Paper version, Agency Internal Use Copy
Meansanto Company 11-CR-192E-IR Page 73 of 108
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“EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden lor this coileclion of information is eslimaled 1o average 0.25 hours per rasponse for regisiralion aclivilies and 0.25 hours per
response for reregisiration and special review aciivities, including lime ior feading the instruclions and compieling the necessary forms. Send comments regarding the burden estimaie or any
olher aspeci of ihis collection of information, inciuding suggestions for reducing the burden {o: Direclor, OPPE Informalion Managemeni Division (2137}, 1.8, Envirorrmeniai Profeciion Agency,
401 M Sirgel, S.W., Washingion, DC 20460. Do nol send {he form lo {his address.

DATA MATRIX

Date: June |, 201!}

EPA Reg. NoJFile Symbol: 68467-5

Page 57 of 64

Applicant's/Regisirant's Name & Address:
Monsanto Compatty, 800 N. Lindbergh Blvd., Si. Louis, MO 63167

Product:

Herculex® RW [nsect Protection

ingredient  B.2. Cry34Ab! and Cry35Ab! Insceticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP 7662} in corn (OECD }dentificr: DAS-

58122-1
Guideling Referenec Nuinber Guideline Study Name MRID Number Submitter Statns Note
Summary of Heat Labitity Studies with
Cry34AbL/Cry3SAbl 45808601 68467 FER
Quantitative ELISA analysis of Cry34Abt and Cry35Abl
proteins expressed in maize’ plants transformed with the
vector PHP{ 7658 ’ 45833101 68467 PER
Quantitative ELISA analysis ol Cry34Abi and Cry35Abt
proteins expressed in maize plants transfonmed with the
veetor PHP {7662 45833102 68467 PER
CQuantitative ELISA Analysis uf Cry34Abl and
Cry35Ab{ Protcing Bxpressed in Maize Plants
Transformed with the Vector PHPT7662 45833201 68467 PER
Siide Presentation Summarizing Cry34Ab1/Cry35abt
Heal Inactivation Studics. 45860201 68467 PER
Probe MO studics fo assess porentiai for protcin
synthesis inhibition by Sacilh Pumingicnsiy PSi149B1
Cry34ABIICry35Ab1 proteins in rabbit reliculocyte
assay: Re-cxamination of fab nolcbook data 45942801 6467 PER
Product characterization data for Booi¥us diringiensiy
Cry34Abl and Cry3 5Ab1 proteing expressed in
fransgenic maize plants (NP 17662) 46030001 68467 PER
Independent Laboratory Validation Piencer Hi-Bred
Intemational, Ine. EL{SA Mcthod for the Quantitification
of Cry34AbiProtein from Transgenic Plants 46123901 68467 P"ER
Independent Laboratory Validation of Dow AgroScicnees
Method GRM 03.13, "Determination of Cry35Ab1
insceticidal Crystal Protein in Maize Tissne by Enzyme-
Linked immunosorbent Asgay" 46123902 68467 PER
Signature Name and Title Date
See Page 1 for Signature 1. Austin Bumns, Ph.D. June 1, 2011
Repulatory Affairs Manager

EPA Form 8570-35 (2-97) Electronic and Paper versions available. Submil only Paper version.

Monsanto Company

11-CR-192E-1R

Page 74 of 108

Agency interna! Use Copy
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~ Form Approved OMB No. 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reductlon Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration aclivities and (.25 hours per
response for reregistration and special review activilies, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspect ol this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Divigion {2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: June {, 2011 EPA Reg. No./File Symbol: 68467-5 Page 58 of 64
Applicant’s/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MQ 63167 Produet: Herculex® RW Jusect Protection

lsgredient  B.t. Cry34Abl and Cry35Ab1 Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP17662) in corn {OECD Identifier, DAS-
59122-7)

Guidelinc Refcrence Mumber Guidcling Stdy Namc MRID Nwmnber Subinitter Stans Nole

Cry34/35 Protein Distribution and Familianty _ 46123903 68467 PER

Agronomic Cliaracieristics, Quantitative ELISA and
Nutricnt Composition Analysis of Hybrid Maize Lines
Coentaining Cry34Ab!, Cry35Ab! and PAT Genes: Chile
Logations : . 46123904 68467 PER

Biologica! cquivalency of Cry34/35Ab1 inscclicidal
crystal protein in transgenic plants and derived from
transgenic Psendomonos fluorescens 46123905 68467 PER

Characterization of Cry34Ab| and Cry35AbI1 Proteins
Denved from Transgenic Maize cvent E4497 55,122
{DAS-30122-7y 46123006 68467 PER.

Characterization of Phosophinothricin Acctyltransferasc
{PAT} Denved from Transgenic Maize Event
£4497.59.1.22 46123907 68467 PER

Characterization of DNA Inseried into Transgenic Corn

Events DAS-452 16-6 and DAS-59122-7 46123908 68467 PER
Signature _ Name and Title Date
See Page 1 for Signature I, Austin Burns, Ph.D. June 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-87} Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Mounsanto Company 11-CR-192E-1R Page 75 of 108

82



Py Form Approved OMB No, 2070-0080
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for Lhis collection of informalion is estimated lo average 0.25 hours per response for regislralion aclivities and 0.25 hours per
response for resegistralion and special review aclivilies, including time for reading lhe inslructions and compleling 1he necessary forms, Send commenls regarding lhe burden eslimale or any
olher aspect of (his collection of information, including suggeslions for reducing the burden to: Director, OPPE Informalion Managemenl Division (2137), U.S. Environmenlal Prolection Agency,
401 M Slreet, 5.W., Washinglon, DC 20450, Do nol send the form lo Lhis address.

DATA MATRIX

Dale: June 1, 2011 EPA Reg. No./File Symbol: 68467-5 Page 59 of 64
Applicant's/Regisirant's Naine & Address:
Monsanio Company, 800 N. Lindbergh Blvd,, S1. Louis, MO 63167 Produet: _Herculex® RW fnsect Protection

Ingredient 8.7 Cry34Abi and Cry35Abi Insecticidal Crysial protein and the genetic malcrial ttecessary for its production (plasmid insert PHP176G2) in corn {OECD Identifier: DAS-
59122-7)

Guideling Reference Number Guideline Study Naine : MRID Number Submitter Status Note

Detailed characierization of DNA inserted into transgertic
cor events DAS-45216-6 and DAS-59122-7 46123909 68467 PER

Evaluation of inicrobe derived Cry34Ab1 and Cry35AbI
proteins for protein synthesis inbibilion acivity 46123910 68467 PER

Nutritional Equivaleney Siudy of Maize Containing
Cry34Abl and Cry35ABI1: Pouliry Feeding Study 46123911 65467 PER

The cffeet of Cry34Ab1/Cry35AbI proteins on the
development and mortality of the Ladybird beetle
Colemegitla mactlata DeGeer 46123912 68407 PER

Non-target Invenebrate Geological Risk Assessment tor
Ficld Com Bxpressing Cry34Ab( and Cry35AbI1
Insceticidal Crystal Proleins in Event DAS-591227 46123613 68467 PER

Ewvaluation of tlie impact of com rootwormn control

strategics on non-target artliropods 46123914 68467 PER
Signalure : Name and Title Date
See Page 1 for Signature J. Austin Burns, Ph.D. June 1, 20}
Regilatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions available, Submit enly Paper version. Agency Internal Use Copy
Monsaulo Company i1-CR-192E-1R Page 76 of 108
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"~ Form Approved OMB No, 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Wash‘mgton, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is estimated to average 0,25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this coflection of information, including suggestions for reducing the burden to: Director, OPPE information Management Division (2137}, U.S. Environmentai Prolection Agency,
407 M Street, S.W., Washington, DT 20480. Do not send the form to this address.

DATA MATRIX

Date: June |, 2011 EPA Reg. No./Filc Symbol: 684675 Page 66 of 64
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., 8t. Louis, MO 63167 Product:  Herculex® RW Insect Protection

ingredient  B.r. Cry34Abt and Cry33Ab! Insecticidal Crystal protein and ihe genetic material necessary for its production (plasmid insert PHP I 7662) in corn (OECD Identifier; DAS-
59122-7)

Guideline Reference Nuniber Guideline Study Name MRID Number Submitter Stais Nole

investigations into Dosc of Cry34Ab1/Cry35Ab1
Rootworm-Resistant Maize Event DAS-59122-7 Against
Western and northern Com Rootwornss in Suppott of
Trait Dyrbility Plans 46123915 68467 PER

Effect on Westem Conl Rootworm Adulis of Feeding on
Cry34£35Ab1 -Cora Rootworm Protected Corn Tissne and
tmpiications for Product Durability 46123516 68447 PER

Evaluation of endangered/threatencd inscet speeies
relative to the use of Cry3dAb/Cry33Abi com rootwornl-
resistant maize ybrids 46123917 68467 PER

Trait Purabiiity Plan for Cry34/35 Con: Rootworm
Protceied com Event DAS-59122-7 Following
Commercialization ) 46123918 68467 PER

Simnlations of Corn Rootwom: Adaptation to Cry34/35
Corn Rootworm Protecied Com in Support of Trait
Durabiiity Plans for Event DAS-39122-7 46123919 65467 PER

Digestion of Aliergenic and Non-Allergeaic Proteins in

Simuiated Gasfric fluid 46123920 68467 PER
Signature Natne and Title Date
See Page 1 for Signature 1. Anstin Burns, Ph.D. fune 1, 2011
Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Elecironic and Paper versions available. Submit only Papel version. Agency Internal Use Copy
Monsanto Company 11-CR-192E-1R Page 77 of 108
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~ Form Approved OMB No. 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The pubiic reporting burden for this colleclion of information is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per
response for reragistration and speciai review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of ihis collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Prolection Agency,
401 M Streel, 5.W., Washington, DC 20480. Do not send lihe form to this address.

DATA MATRIX

Datc; June i, 2011 EPA Rep. No./File Symbol: 68467-5 Page 61 of 64
Applicant’s/Registrant's Name & Address;
Monsanto Company, 800 N, Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW fnsect Protection

Ingredient Bz Cry34Ab! aud Cry35Ab]1 Insecticidal Crystal protein ani the genetic material necessary for its production (plasmid insert PHP17662) iu corn (QECD Identifier: DAS-
50122-7)

Goideline Referenee Nuntber Guideline Study Name MRID Nunber | Subinitter Stalus Note

Pubiic inicrest Document for Cry34/35Ab1 Com
Rootwornn-Protected Com : - 46123921 68467 PER

Invcsngatmn of Potential interaction between Cr}riﬁ and
the Binary Cry34Abl/Cry3sAbl Procing 46343806 68467 PER,

Digestion cfficicncy of allergens and non-aliergens in
simulated gastric fluid: Bacitfus tharingiensis Cry
34/35Ab1 construct PHP (7662 : 46388601 68467 PER

Lack of Cry34AbI/Cry35AbI co-association in solntion 46556801 63467 PER

Evaluation of the Sequence Similaritics of the Cry34Abl,
ery3SAhbi, and PAT Protcins Lo the Pobiic Protcin
Scquenee Datascts 46584701 65467 PER

Summary reporl of 2 carabid heetic Iaboratory 1oxicity
study using Cry34Abl and Cry33Abi inciuding copics of

reforcnces 46714101 68467 PER
Signature Name and Title Date
See Page 1 for Signuture J. Austin Burns, Ph.D. June 1, 2611
Regulatory Affairs Manager
EPA Form 8570-35 {8-97) Elecironic and Paper versions available. Submit only Papar version. Agency internal Use Copy
Monsanto Company 11-CR-192E-1R ' Page 78 of 108

85



~ Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlee: The public reporting burden for this colleclion of information ts estimated to average 0.25 hours per response for registration activilies and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DG 20480, Do not send the form to this address.

DATA MATRIX

Date: June 1, 2011 EPA Reg, NoJFile Symbol: 68467-5 Page 62 of 64
Applicant's/Registrant’s Name & Address:
Monganic Company, 806 N. Lindbergh Blvd., St. Louis, MO 63167 Product:  Herculex® RW [nsect Protection

Ingredient 8.2 Cry34Ab1 and Cry35Ab1 Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP t7662) in corn (OECH ldentifier: DAS-
39122-73

Guideline Refercnee Number Guidcelinc Study Name MRID Number Submitter Status Note

Prcliminary resisiziice monitoring plan Yor Cry34/35Ab1
comt cvent DAS-59122-7 ) 46769201 68467 PER

Detailed resistance monitoring plan for Cry34/35A01
com cvent DAS-59122-7 47334201 68467 PER

Evaluation of potential dictary cffects of Cry34/35ADI1
protcin on insidious flower bugs, Orius insidiosns

{(Hemiptcra: Anthocoridac) 47436701 68467 PER

Mouiloring cor rootworm susceptibility to Cry34/35Ab1
cvent DAS-59122-7: 2007 inscel collcctions i 47522501 68467 PER

Three-Year Field Monitoring of Cry34/35A01 and Cry I F
% Cry34/35A01 Maize Flybrids for Nontargel Arthropod
Effcets _ 47870301 68467 IPER

Moniloring corn roatworm susceptibility lo Cry34/35Ab1

cvent DAS-59122-7: 2008 ingect colleations . 47906801 68467 PER
Signature Name and Title Date
See Page 1 for Signature J. Austin Bums, Ph.D. hine |, 2011
. Repulatory Affairs Manager
EPA Form 8570-35 (8-97) Elecironie and Paper versions available. Submit only Paper version. Agency Interna) Use Copy
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“EPA

Form Approved GME No, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this coliection of information is estimated to average 0.25 hours per response for regisiration activities and 0.25 hours per
response for reregistration and special review aciivilies, including time for reading the instruciions and completing the necessary forms. Send commenis regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Oirector, OPPE Information Management Division (2137), U.S. Ervironmental Proiection Agency,
401 M Street, S.W., Washingion, DC 20480. Do not send the form fo this address.

DATA MATRIX

Pate: June 10, 2011

EPA Reg. No./File Symbol: 68467-5

Page 63 of 64

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product:

Herculex® RW Insect Protection

Ingredient  B.r. Cry34Abl and Cry35Ab1 Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP17662) in corn (OECD Identifier: DAS-

59122-7)
Guideline Reference Mumber Guideline Study MName MRID Nunmber Submutter Status Mote
Soil accumuiation of Cry34Abt and Cry3SAbi proteins
after three years of cropping with DAS-59122-7 com 47959501 68467 PER
tnvestigating Performance of Hercuiex™ RW and
Herculex™ XTRA Under Commercial Use 48045501 68467 PER
Monitoring Con1 Rootworm Susceptibility to
Ciry34/35Ab1 Bvent DAS-59122-7: 2009 Growing
Season 48279701 68467 PER
2010 Insect Resistance Management Compliance
Assurance Program for Corn Borer Protected Bt Corn,
Com Rootworm Protected Bl Com, and Corn Borer/Corn
Rootwonn-Protecied Stacked Bt Com 4837500t 68457 PER
Signature Name and Title Date
See Page 1 for Signature J. Austin Burss, Ph.D. June 1, 2611
Regulatory Affairs Managgr

EPA Form 8570-35 (9-87) Elecironic and Paper versions available. Submit only Paper version.

Monsanto Company

11-CR-192E-1R
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SEPA

Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,
Washington, D.C. 20460

Paperwork Reduction Act Notlee: The public reporting burden for this collection of informalion is estimated lo average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and speclal review activities, including time for reading the instructions and compleling the necessary forms, Send comments regarding the burden estimate or any

olher aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Envirenmental Protection Agency,
4411 M Street, S.MV., Washington, DC 20480, Do not send the form fo this address.

DATA MATRIX

Date: June 10, 2011

EPA Reg. No./File Symbol: 68467-5

Page 64 of 64

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Bivd., St. Louis, MO 63167

Product: Herculex® RW Insect Protection

Ingredient  B.t. Cry34Ab1 and Cry35Ab1 Insecticidal Crystal protein and the genetic materjal nccessary for its production (plasmid insert PHP17662) in corn (OECD Identifier: DAS-

50122-7
Guidetine Reference Number Guideline Study Name MRID Number Submitter Status Note
Enhancad Insect Resistance Management Compliance
Assurance Program for Cern Borer Protected Bt Com,
Corm Rootworm Protecied Bi Comn, and Comn Borer/Cormn
Rootworm-Protected Stacked Bt Comn 48375101 68467 PER
Revised Guidelines for Evaluating Uriexpected Com
Rootwoerm Damage in Hercutex® RW and Herculex®-
RTRA - 48430701t 68467 PER
Signature Name and Title Date
See Page 1 for Signature I. Austin Burns, Ph.D. June 1,2011
Regulatory Affairs Manager

EPA Form 8570-35 (8-97) Electronic and Paper versions available. Submlt only Paper version.

Monsanto Company

11-CR-192E-IR
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SUMMARY OF THE APPLICATION

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 Insect Protected, Herbicide-Tolerant
Corn, obtained a conditional registration, EPA Reg. No. 524-581 on July, 20, 2009. The
initial time-limited registration expires on November 20, 2011. This application request is to
extend EPA registration 524-581 to a 15-year registration based on the EPA’s science
assessment that this product is at least 150% as durable as a baseline single toxin product
with a 20% external refuge. This request category follows EPA’s revised registration
duration scheme for PIP products representing reduced risk for developing insect resistance
(Optimum® AcreMax™ B.t. Comn Seed Blends BRAD; August 4, 2010, pl9).
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PRODUCT LABEL

The subject of this application is for the Bacillus thuringiensis Cryl A.105, Cry2Ab2, CrylF,
Cry3Bbl, Cry34Ab1, and Cry35Ab1 proteins and the genetic materials (PV-ZMIR245, PV-
ZMIR39, PHP8999, and PHP17662) necessary for their production in field com containing
MON 89034 x TC1507 x MON 88017 x DAS-59122-7. No substantive changes to the label
for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 Insect-Protected, Herbicide-
Tolerant Corn in EPA Reg. No. 524-381, as updated Feb. 18, 2010, are being requested. The
patent numbers have been updated. Five copies of the proposed label are attached.
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Plant-incorporated Protectant . abel

MON 89034 x TC1507 x MON 88017 x DAS-59122-7

Insect-Protected, Herbicide-Tolerant Corn
(Alternate brand name: Genuity™ SmartStaxT™)

(OECD Unique Identifier: MON-89¢534-3 x DAS- @15@7-1 x MON-88@17-3 x DAS-59122-7)

Active Ingredients:
Bacillus thuringiensis Cryl A.105 protein and the genetic material necessary {vector PV-ZMIR245)
for its production in corn event MON 89034 ...t e <0.0026%*

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary (vector PV-ZMIR2435) for
its production in corn event MON 89034 ..ot <0.0053%*

Bacillus thuringiensis CrylF protein and the genetic material necessary {vector PHP8999) for its
production in corn event TCIS07 .o e e e s st n e ermsens <0.0012%*

Bacillus thuringiensis Cry3Bb1 protein and the genetic material necessary (vector PV-ZMIR39) for
its production in corn event MON BBOL7.....ccccoviieriiieiierie it s st oba e eaeas < 0.0079%*

Bacillus thuringiensis Cry34Abl protein and the genetic material necessary (vector PHP17662) for its
production in corm event DAS-5F122-7 L. et s <0.0194%*

Bacillus thuringiensis Cry35Ab1 protein and.the genetic material necessary {vector PHP17662) for its
production in corn event DAS-5G122-7 ... oot tses s e mraens et s en e masena b s < 0.0042%*

Inert Ingredients:
CP4 EPSPS protein {5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material
necessary {vector PV-ZMIR39) for its production in corn event MON 88017 ....cccccovivvinnnnes <0.0052%"

PAT protein {phosphinothricin acetyl transférase) and the genetic material necessary {vectors
PHP 17622 and PHP8999) for its production in corn event TC1507 and DAS-39122-7 .......... < 0.00045%*

*Maximum percent (wt/wt) of dry forage

KEEP OUT OF REACH OF CHILDREN

CAUTION

NET CONTENTS

EPA Registration No., 524-581
EPA Establishment No. 524-MO-002

Monsanto Company
800 North Lindbergh Blvd.
St. Louis, MO 63167
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DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its labeling. Information
regarding commercial production reflected here and in the terms and conditions of this registration must be
included in the Grower Guide.

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 protects corn crops from leaf, stalk, and ear damage
caused by corn borers and root damage caused by corn rootworm larvae. In order to minimize the risk of these
pests developing resistance to MON 85034 x TC1507 x MON 88017 x DAS-591227 corn, an insect resistance
management plan must be implemented which includes planting of a structured refuge. Growers who fail to
comply with the IRM reguirements risk losing access to Monsanto’s corn PIP products,

These refuge requirements do not apply to seed propagation of inbred and hybrid seed corn up to a total of
20,000 acres per county and up to a combined US total of 250,000 acres per P1P active ingredient per year.

A common refuge must be planted for both corn borers and corn rootworms. The refuge must be planted with
corn hybrids that do not contain Bt technelogies for the contrel of corn rootworms or com borers. The refuge
and MON 89034 x TC1507 x MON 88017 x DAS-59122-7 corn should be sown on the same day, or with the
shortest window possible between planting dates to enswre that corn root development is similar among
varieties. 1f the refuge is planted on rotated ground, then the MON 89034 x TC13507 x MON 88017 x DAS-
59122-7 corn must also be planted on rotated ground. If the combined refuge is planted on continuous corn, the
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 field may be planted on either continuous or rotated
land (option encouraged where WCRW rotation resistant biotype may be present). Refuge options are based on
the planting of MON 89034 x TC1507 * MON 88017 x DAS-59122-7 in cotton or non-cotton growing regions
and the insect pressure present in those locations.

If insecticides are applied to the refuge for control of CRW adults, the same treatment must also be applied in
the same timeframe to MON 89034 x TC1507 x MON 88017 x DAS-59122-7.

Several options for deployment of the refuge for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 are
available to growers. These options are based on the planting of MON 89034 x TC1507 x MON 88017 x DAS-
59122-7 in cotton or non-cotton growing regions and the insect pressure present in those locations. The refuge
sizes for these regions are either 5% (i.e. 5 acres of non-Bt corn for every 35 acres MON 89034 x TC1307 x
MON 88017 x DAS-39122-7 planted) or 20% (20 acres of non-Bt com for every 80 acres of MON 89034 x
TC1507 x MON 88017 x DAS-59122-7 planted), and are presented in the table below;

Region Refuge size In-field or Refuge separated
: adjacent refuge by up to ¥z mile
allowed allowed
Cotton growing where CEW is a significant pest | 20% non-Bt Yes Yes
and WCRW, NCRW and MCRW are not 1 com

significant: NC, 8C, GA, FL, TN (only the
counties of Carroli, Chester, Crockeit, Dyer,
Fayette, Franklin, Gibson, Hardeman, Hardin,
Haywood, Lake, Lauderdale, Lincoln, Madison,
Obion, Rutherferd, Shelby, and Tipton), AL,
MS, LA, AR, VA (only the counties of
Dinwiddie, Franklin City, Greensville, Isle of
Wight, Northampton, Southampton, Suffolk
City, Surrey, and Sussex)
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Cotton growing where CEW is a significant pest | 20% non-Bt Yes No
and WCRW, NCRW, and/or MCRW are com
significant: TX (except the counties of Carson,
Dallam, Hansford, Hartley, Hutchinson,
Lipscomb, Moore, Ochiltree, Roberts, and
Sherman), OK (only the counties of Beckham,
Caddo, Comanche, Custer, Greer, Harmon,
Jackson, Kay, Kiowa, Tillman, and Washita),
MO (only the counties of Dunklin, New Madrid,
Pemiscot, Scott, and Stoddard)

Cotton growing where CEW is not a significant | 5% non-Btcomn | Yes Yes
pest and WCRW, NCRW and MCRW ar¢ not
significant: NM, AZ, CA, NV

Non-cotton growing where WCRW, NCRW 3% non-Btcorn | Yes Yes
and MCRW are not significant: OR, WA, ID,
MT, WY, UT, VA (except the counties of
Dinwiddie, Franklin City, Greensville, Isle of
Wight, Northampton, Southampton, Suffolk
City, Surrey, and Sussex), WV, PA, MD, DE,
CT, Rl, NJ, NY, ME, MA, NH, VT, HI, AK,
TN (except the counties of Carrell, Chester,
Crockett, Dver, Favette, Franklin, Gibson,
Hardeman, Hardin, Haywood, Lake,
Lauderdale, Lincoln, Madison, Obion,
Rutherford, Shelby, and Tipton)

Non-cotton-growing where WCRW, NCRW 5% non-Btcomn | Yes No
and/or MCRW are significant: XS, NE, SD,
ND, MN, IA, MO (except the counties of
Dunklin, New Madrid, Pemiscot, Scott, and
Stoddard}, 1L, WI, MI, IN, OH, KY, CO, OK
(except the counties of Beckham, Caddo,
Comanche, Custer, Greer, Harmon, Jackson,
Kay, Kiowa, Tillman, and Washita), TX (oniy
the counties of Carson, Dallam, Hansford,
Hartley, Hutchinson, Lipscomb, Moore,
Ochiltree, Roberts, and Sherman)

If corn rootwortns are significant within a region, the structured refuge must be planted as an in-field or
adjacent refuge using corn hybrids that do not contain Bt technologies for the control of cor borers or corn
rootworms. It can be planted as a biock within or adjacent (e.g., across the road) to the MON 89034 x TC1507
x MON 88017 x DAS-52122-7, perimeter strips (i.e., strips around the field), or in-field strips. 1f perimeter or
in-field strips are implemented, the strips must be at least 4 consecutive rows wide. The refuge can be protected
from lepidopteran damage by use of non-Bt insecticides if the population of one or more target lepidopteran
pests of MON 89034 x TC1567 x MON 88017 x DAS-52122-7 in the refuge exceeds economic thresholds. In
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or soil insecticide;
however, insecticides labeled for adult CRW control must be avoided in the refuge during the period of CRW
adult emergence. Economic thresholds will be determined using methods recommended by local or regional
professionals (e.g., Extension Service agents, crop consultants). A schematic of one common refuge
deployment option is shown below:

Monsanto Company 11-CR-192E-1R Page 86 of 198




Structured Refuge

MON 80034 x TC1507 x Refuge
MON 88017 x DAS-59122-7 < Non-Bt Corn

If corn rootworms are not sigaificant within a region, the structured refuge may be planted as an in-field or
adiacent refuge. or as a separate block that is within ¥ mile of the MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 field. The structured refuge must be planted with corn hybrids that do not contain Bt
technologies for the control of corn borers or com rootworms. Economic thresholds will be determined using
methods recommended by local or regional professionals (e.g., Extension Service agents, crop consultants), A
schematic of one refuge option with the refuge planted within a Y2 mile of the MON 89034 x TC1507 x MON
88017 x DAS-59122-7 field is shown below:

Separated Structured Refuge

Refuge

< Y% mile <~ Non-Bt corn
MON 83034 x TC1507 x

MON 88017 x DAS-58122.7

Corn lnsects Controlled or Suppressed

European corn borer (ECB)
Southwestern corn borer (SWCRB)
Southern cornstalk borer (SCSB)
Corn earworm (CEW)

Fall armyworm (FAW)

Stalk borer

Lesser corn stalk borer
Sugarcane borer (SCB)

Western bean cutworm (WBC)
Black cutworm

Western corn rootworm (WCRW)
Northern corn rootworm (NCRW)
Mexican corn rootworm (MCRW)

Ostrinia nubilalis
Diatraea grandiosella
Diatraea crambidoides
Helicoverpa zea
Spodoptera frugiperda
Papaipema nebris
Elasmopalpus lignoselius
Diatraeq saccharalis
Richia albicosta

Agrotis ipsilon

Diabrotica virgifera virgifera
Diabrotica barberi
Diabrotica virgifera zeae

Sales of corn hybrids that contain Monsanio’s Bt corn plant pesticide must be accompanied by a IRM/Grower
Guide which includes information on planting, production, and insect resistance management and notes that
routine applications of insecticides to contrel these insects are usually unnecessary when corn containing the Bt

proteins is planted.

Monsanto Company
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MON 89034 x TC1507 * MON 88017 x DAS-59122-7 is a product of Monsanto’s and Dow AgroSciences’
research programs, offering unique genetic characteristics for specific grower needs and may be protected by
one or more of the following U.S. patents: 5322938, 5352605, 5359142, 5378619, 5424412, 5550318, 5554798,
5641876, 5717084, 5728925, 5804423, 6018100, 6025545, 6051753, 6063597, 6083878, 6331665, 6489542,
6645497, 6713063, 6962705, 7064249, 7070982, 7112665, 7227056, 7250301, 7304206, 7544862, 7618942,
7927598, and RE39247,

EPA Accepted: _ /_/
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Plant-lncorporated Protectant Label

MON 89034 x TC1507 x MON 88017 x DAS-59122-7

Insect-Protected, Herbicide-Tolerant Corn
{Alternate brand name: Gennity™ SmartStax™)

{OECD Unique ldentifier: MON-890334-3 x DAS- @31 587-1 x MON-88@17-3 x DAS-39122-7}

Active Ingredients:
Bacillus thuringiensis CrylA.105 protein and the genetic material necessary {vector PV-ZMIR245)
for its production in corn event MON 89034 ... e e e s < 0.0026%*

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary (vector PV-ZMIR245) for
its production in corn event MON 89034 .......cooiiiiii ettt sre st sa e ars s raaenan < 0.0053%*

Bacillus thuringiensis CrylF protein and the genetic material necessary (vector PHP8999} for its
production in COrt vent TOLT0T oo et e e re e st s et es s sor et b essrant s emennresees < 0.0012%*

Bacillus thuringiensis Cry3Bbl1 protein and the genetic material necessary (vector PV-ZMIR39) for
its production in corn event MON BB017. ..ot < 0.0079%*

Bacillus thuringiensis Cry34Ab1 protein and the genetic material necessary (vector PHP 17662) for its
production in corn event DAS-50122-7 ... v cv st s e s et st es s sne e aee e < 0.0194%*

Bacillus thuringiensis Cry35Ab1 protein and the genetic material necessary (vector PHP17662) for its
production in corn event DAS-59122-7 oo e < 0.0042%*

Inert Ingredients:
CP4 EPSPS protein {(5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material
necessary {vector PV-ZMIR39) for its production in comn event MON 88017 ..o . £ 0.0052%*

PAT protein {(phosphinothricin acety! transferase) and the genetic material necessary (vectors
PHP17622 and PHP8999) for its production in corn event TC1507 and DAS-59122-7 .......... < 0.00045%*

*Maximum percent (wit/wt) of dry forage

KEEP OUT OF REACH OF CHILDREN

CAUTION

NET CONTENTS
EPA Registration No. 524-581
EPA Establishment No. 524-MQ-(02

Monsanto Company
800 North Lindbergh Blvd.
51, Louis, MO 63167
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DIRECTIONS FOR {SE

It is & violation of Federal law to use this product in any manner inconsistent with its labeling. Information
regarding commercial production reflected here and in the terms and conditions of this registration must be
included in the Grower Guide.

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 protects corn crops from leaf, stalk, and ear damage
caused by corn borers and root damage caused by com rootworm larvae, In order to minimize the risk of these
pests developing resistance to MON 89034 x TC1507 x MON 88017 x DAS-59122-7 corn, an insect resistance
management plan must be implemented which includes planting of a structured refuge. Growers who fail to
comply with the 1RM requirements risk losing access to Monsanto’s corn PIP products.

These refuge requirements do not apply to seed propagation of inbred and hybrid seed com up to a total of
20,000 acres per county and up to a combined US total of 250,000 acres per P1P active ingredient per year.

A common refuge must be planted for both corn borers and corn rootworms. The refuge must be planted with
com hybrids that do not contain Bt technologies for the control of com rootworms or corn borers. The refuge
and MON 89034 x TC1507 » MON 88017 x DAS-59122-7 corn should be sown on the same day, or with the
shortest window possible between planting dates to ensure that corn oot development is similar among
varieties. If the refuge is planted on rotated ground, then the MON 89034 x TC1507 x MON 88017 x PDAS-
59122-7 com must also be planted on rotated ground. If the combined refuge is planted on continnous corn, the
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 field may be planted on either continuous or rotated
land (option encouraged where WCRW rotation resistant biotype may be present). Refuge options are based on
the planting of MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in cotton or non-cotton growing regions
and the insect pressure present in those locations.

If insecticides are applied to the refuge for control of CRW adults, the same treatment must also be applied in
the same timeframe to MON 89034 x TC1507 x MON 88017 x DAS-59122-7.

Several options for deployment of the refuge for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 are -
available to growers. These options are based on the planting of MON 89034 x TC1507 x MON 88017 x DAS-
59122-7 in cotton or non-cotton growing regions and the insect pressure present in those locations. The refuge
sizes for these regions are either 5% (i.e. 5 acres of non-Bt com for every 95 acres MON 89034 x TC1507 x
MON 88017 x DAS-59122-7 planted) or 20% (20 acres of non-Bt corn for every 80 acres of MON 85034 x
TC1507 » MON 88017 x DAS-59122-7 planted), and are presented in the table below:

Region Refuge size In-field or Refuge separated
adjacent refuge by up to % mile
allowed aliowed
Cotton growing where CEW is a significant pest | 20% non-Bt | Yes Yes
and WCRW, NCRW and MCRW are not cofmn

significant: NC, SC, GA, FL, TN (only the
counties of Carroll, Chester, Crockett, Dyer,
Fayette, Franklin, Gibson, Hardeman, Hardin,
Haywood, Lake, Lauderdale, Lincoln, Madison,
Obion, Rutherford, Shelby, and Tipton), AL,
MS, LA, AR, VA {only the counties of
Dinwiddie, Franklin City, Greensville, 1sle of
Wight, Northampton, Southampton, Suffolk
City, Surrey, and Sussex)
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Cotton growing where CEW is a significant pest | 20% non-Bt Yes No
and WCRW, NCRW, and/or MCRW are com
significant: TX {except the counties of Carson,
Dallam, Hansford, Hartley, Hutchinson,
Lipscomb, Moore, Ochiltree, Roberts, and
Sherman), OK (only the counties of Beckham,
Caddo, Comanche, Custer, Greer, Harmon,
Jackson, Kay, Kiowa, Tillman, and Washita),
MO (only the counties of Dunklin, New Madrid,
Pemiscot, Scott, and Stoddard)

Cotton growing where CEW is not a significant | 5% non-Bt com | Yes Yes
pest and WCRW, NCRW and MCRW are not
significant: NM, AZ, CA, NV

Non-cotton growing where WCRW, NCRW 3% non-Btcom | Yes Yes
and MCRW are not significant: OR, WA, [,
MT, WY, UT, VA (except the counties of
Dinwiddie, Franklin City, Greensville, Isle of
Wight, Northampton, Southampton, Suffolk
City, Surrey, and Sussex}, WV, PA, M, DE,
CT, RI, NI, NY, ME, MA, NH, VT, HI, AX,
TN (except the counties of Camroll, Chester,
Crockett, Dyer, Fayette, Franklin, Gibson,
Hardeman, Hardin, Haywood, Lake,
Lauderdale, Lincoln, Madison, Obion,
Rutherford, Shelby, and Tipton)

Non-cetion-growing where WCRW, NCRW 5% non-Btcom | Yes “No
and/or MCRW are significant: KS, NE, $D,
ND, MN, IA, MO (except the counties of
Dunklin, New Madrid, Pemiscot, Scott, and
Stoddard), IL, W1, MI, IN, OH, KY, CO, OK
{except the counties of Beckbam, Caddo,
Comanche, Custer, Greer, Flarmon, Jackson,
Kay, Kiowa, Tillman, and Washita}, TX {only
the counties of Carson, Dallam, Hansford,
Hartley, Hutchinson, Lipscomb, Moore,
Ochiltree, Roberts, and Shernman)

If corn rootwormns are significant within a region, the structured refitge must be planted as an in-field or
adjacent refuge using corn hybrids that do not contain Bt technologies for the control of com borers or corn
rootworms. 1t can be planted as a block within or adjacent {e.g., across the road} to the MON 89034 x TC1507
x MON 88017 x DAS-59122-7, perimeter strips (i.e., strips arcund the field), or in-field strips, 1f perimeter or
in-field strips are implemented, the strips must be at least 4 consecutive rows wide. The refige can be protected
from lepidopteran damage by use of non-Bt insecticides if the population of one or more target lepidopteran
pests of MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in the refuge exceeds economic thresholds. In
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or soil insecticide;
however, insecticides labeled for adult CRW control must be avoided in the refuge during the period of CRW
adult emergence. Economic thresholds will be determined using methods recommended by local or regional
professionais (e.g., Extension Service agents, crop consultants). A schematic of one common refuge
deployment option is shown below:
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Structured Refuge

MON 89034 x TC1507 x Refuge
MON 88017 x DAS-59122.7 = Non-Bt Corn

If corn rootworms are not significant within a region, the structured refuge may be planted as an in-field or
adjacent refuge. or as a separate block that is within ¥ mile of the MON 89034 x TC15087 x MON 88017 x
DAS-59122-7 field. The structured refuge must be planted with corn hybrids that do not contain Bt
technologies for the control of corn borers or corn rootworms. Economic thresholds will be determined using
methods recommended by local or regional professionals (e.g., Extension Service agents, crop consultants). A
schematic of one refuge option with the refuge planted within a % mile of the MON 89034 x TCI507 x MON
88017 x DAS-59122-7 field is shown below:

Separated Structured Refuge

Refuge
< ¥ mile <~+—  Non-Bt corn
MON 89034 x TC1507 x - .
MON 88017 x DAS-59122-7 - !
Corn Insects Controlled or Suppressed

European cormn borer (ECB) Ostrinia nubflalis
Southwestern cora borer (SWCB) Diatraea grandiosella
Southern cornstalk borer (SCSB) ' Diatraea crambidoides
Corn earworm (CEW) ' Helicoverpa zea
Fall ammyworm (FAW) Spodoptera frugiperda
Stalk borer Papaipema nebris
Lesser corn stalk borer Elasmopalpus lignosellus
Sugarcane borer (SCB) Diatraea saccharalis
Western bean cutworm (WBC) - Richia albicosta
Black cutworm : Agrotis ipsilon
Western corn rootworm (WCRW) Diabrotica virgifera virgifera
Northern cora rootworm (NCRW) Diabrotica barberi
Mexican corn rootworm (MCRW) Diabrotica virgifera zeae

Sales of corn hybrids that contain Monsante’s Bt corn plant pesticide must be accompanied by a IRM/Grower
Guide which includes information on planting, production, and insect resistance management and notes that
routine applications of insecticides to control these insects are usually unnecessary when cora containing the Bt
proteins is planted.
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MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsante’s and Dow AgroSciences’
research programs, offering unique genetic characteristics for specific grower needs and may be protected by
one or more of the following U.S. patents: 53322938, 53526035, 5359142, 5378619, 5424412, 5550318, 5554798,
5641876, 5717084, 5728925, 58044235, 6018100, 6025545, 6051753, 6063597, 6083878, 63316635, 6489542,
6645497, 6713063, 6962705, 7064249, 7070982, 7112665, 7227056, 7250501, 73042006, 7544862, 7618942,
7927598, and RE39247,

EPA Accepted: __/ /
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Plant-Incorporated Protectant Label

MON 89034 x TC1507 x MON 88017 x DAS-59122-7

Insect-Protected, Herbicide-Tolerant Corn
{Alternate brand name: Genuity™ SmartStax™)

(OECD Unique ldentifier; MON-89034-3 x DAS- @1587-1 x MON-88@17-3 x DAS-59122-7)

Active Ingredients:
Bacillus thuringiensis Cryl1 A.105 protein and the genetic material necessary (vector PV-ZMIR245})
for its production in corn event MON 89034 _......covoieioiiiiicrier et et rornesn i <0.0026%™*

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary (vector PV-ZMIR245) for
its production in corn event MON 83034 ... ..o e seonseec e e 5 0.0053%%

Bacillus thuringiensis Cry1¥F protein and the genetic material necessary (vector PHP8999) for its
production in corn eVent TCL507 ..ociviiiiiie ittt eres s bs st se e saa b bt panesneanssrssssanssraenns <0.0012%*

Bacillus thuringiensis Cry3Bbl protein and the genetic material necessary {vector PV-ZMIR39) for
its production in corn event MON 8807 ... oo iiiss e saasas s eeress s anspeasennas <0.0079%*

Bacillus thuringiensis Cry34Abl protein and the genetic material necessary (vector PHP17662) for its
production in corn event DAS-5F122-T . .o aet e reae s ebe e sasseeaene s resa s pasiana <0.0194%%*

Bacillus thuringiensis Cry35Abl protein and the genetic material necessary (vector PHP17662) for its
production in corn event DAS-S0122-7 it e b a e am v saeenen <0.0042%*

Inert Ingredients:
CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material
necessary (vector PV-ZMIR39) for its production in corn evenl MON 88017 ......coovvvrniiier, £0.0052%*

PAT protein (phosphinothricin acetyl transferase) and the genctic material necessary {vectors
PHP17622 and PHP8999) for its production in corn event TC1507 and DAS-59122-7 .......... < 0.00045%*

*Maximum percent (wt/wt) of dry forage

KEEP OUT OF REACH OF CHILDREN

CAUTION

NET CONTENTS

EPA Registration Ne. 524-581

EPA Establishment No. 524-MO-002
Monsante Company

800 North Lindbergh Blvd.
St, Louis, MO 63167
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DIRECTIONS FOR USE

lt is a violation of Federal law to use this product in any manner inconsistent with its labeling. lnformation
regarding commercial production reflected here and in: the terms and conditions of this registration must be
included in the Grower Guide.

MON 89034 =« TC1507 x MON 88017 x DAS-59122-7 protects corn crops from leaf, stalk, and ear damage
caused by corn borers and root damage caused by corn rootworm: larvae. In order to minimize the risk of these
pests developing resistance to MON 89034 x TC1507 x MON 88017 x DAS-59122-7 corn, an insect resistance
management plan must be implemented which includes planting of a structured refuge. Growers who fail to
comply with the IRM requirements risk losing access to Monsanto’s corn PP products.

These refuge requirements do not apply to seed propagation of inbred and hybrid seed comn up to a total of
2(3,000 acres per county and up to a combined S total of 250,000 acres per P1P active ingredient per year,

A common refuge must be planted for both corn borers and corn rootworms. The refuge must be planted with
corn hybrids that do not contain Bt technologies for the control of corn rootworms or corn borers. The refuge
and MON 89034 x TC1307 x MON 88017 x DAS-59122-7 corn should be sown on the same day, or with the
shortest window possible between planting dates to ensure that corn root development is similar among
varieties. If the refuge is planted on rotated ground, then the MON 89034 x TC1507 x MON 88017 x DAS-
59122-7 corn must also be planted on rotated ground. If the combined refuge is planted on continuous corn, the
MON 89034 = TC1507 = MON 88017 x DAS-59122-7 field may be planted on either continuous or rotated
land (option encouraged where WCRW rotation resistant biotype may be present). Refuge options are based on
the planting of MON 89034 x TC1507 »« MON 88017 x DAS-59122-7 in cotton or non-cotton growing regions
and the insect pressure present in those locations.

If insecticides are applied to the refuge for control of CRW adults, the same treatment must also be applied in
the same timeframe to MON 89034 x TC1507 x MON 88017 x DAS-39122-7.

Several eptions for deployment of the refuge for MON 89034 x TC1507 x MON 88017 x [JAS-59122-7 are
available to growers. These options are based on the planting of MON 89634 = TC1507 x MON 88317 % DAS-
59122-7 in cotton or non-cotton growing regions and the insect pressure present in those locations, The refuge
sizes for these regions are either 5% (i.e. 5 acres of non-Bt corn for every 95 acres MON 89034 = TC1507 =
MON 88017 x DAS-59122-7 planted} or 20% (20 acres of non-Bt corn for every 80 acres of MON 89034 x
TC1507 x MON 88017 x DAS-59122-7 planted), and are presented in the table below:

Region Refuge size In-field or Refuge separated
adjacent refuge by up to ¥4 mile
allowed allowed
Cotton growing where CEW is a significant pest { 20% non-Bt Yes Yes
and WCRW, NCRW and MCRW are not corm

significant: NC, SC, GA, FL,, TN (only the
counties of Carroll, Chester, Crockett, Dyer,
Fayette, Franklin, Gibson, Hardeman, Hardin,
Haywood, Lake, Lauderdale, Lincoln, Madison,
Obion, Rutherford, Shelby, and Tipton), AL,
MS, LA, AR, VA (only the counties of
Dinwiddie, Franklin City, Greensville, Isle of
Wight, Northampton, Southampton, Suffolk
City, Surtey, and Sussex)
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Cotton growing where CEW is a significant pest [ 20% non-Bt Yes No
and WCRW, NCRW, and/or MCRW are com
significant: TX (except the counties of Carson,
Daltam, Hansford, Hartley, Hutchinson,
Lipscomh, Moore, Ochiltree, Roberts, and
Sherman}, QK (only the counties of Beckham,
Caddo, Comanche, Custer, Greer, Harmon,
Jackson, Kay, Kiowa, Tiliman, and Washita},
MO (only the counties of Dunklin, New Madrid,
Pemiscot, Scott, and Stoddard)

Cotton growing where CEW is not a significant | 5% non-Btcorn | Yes Yes
pest and WCRW, NCRW and MCRW are not
significant: NM, AZ, CA, NV

Non-cotton growing where WCRW, NCRW 5% non-Btcom | Yes Yes
and MCRW are not significant: OR, WA, 1D,
MT, WY, UT, VA (except the counties of
Dinwiddie, Franklin City, Greensville, Isle of
Wight, Northampton, Southampton, Suffolk
City, Surrey, and Sussex), WV, PA, MD, DE,
CT,RI, NJ,NY, ME, MA, NH, VT, HI, AK,
TN (except the counties of Carroll, Chester,
Crockett, Dyer, Fayette, Franklin, Gibson,
Hardeman, Hardin, Hayweod, Lake,
Lauderdale, Lincoln, Madison, Obion,
Rutherford, Shelby, and Tipton)

Non-cotton-growing where WCRW, NCRW 5% non-Btcorn | Yes No
and/or MCRW are significant; KS, NE, SD,
ND, MN, 14, MO (except the counties of
Dunklin, New Madrid, Perniscot, Scott, and
Stoddard), 1L, WL, ML, IN, OH, KY, CO, OK
(except the counties of Beckham, Caddo,
Comanche, Custer, Greer, Harmon, fackson,
Kay, Kiowa, Tiliman, and Washita}, TX (only
the counties of Carson, Dallam, Hansford,
Hartley, Hutchinson, Lipscomb, Moore,
Ochiltree, Roberts, and Sherman}

If corn rootworms are significant within a region, the structured refuge must be planted as an in-field or
adjacent refuge using corn hybrids that do not contain Bt technologies for the control of com borers or corn
rootworms. It can be planted as a block within or adjacent (e.g., across the road} to the MON 89034 x TC1507
% MON 88017 x DAS-59122-7, perirneter strips (1.¢., strips around the field), or in-fieid strips. If perimeter or
in-field strips are implemented, the strips must be at least 4 consecutive rows wide. The refuge can be protected
from lepidopteran damage by use of non-Bt insecticides if the population of one or more target lepidopteran
pests of MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in the refuge exceeds economic thresholds. In
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or soil insecticide;
however, insecticides labeled for aduit CRW control must be avoided in the refuge during the period of CRW
adult emergence. Economic threshelds will be determined using methods recommended by local or regional
professionals (e.g., Extension Service agents, crop consultants}. A schematic of one common refuge
deployment option is shown below:
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Structured Refuge

MON 88034 x TC1507 x
MON 88017 x DAS-59122-7

Refuge
< Non-Bt Corn

if corn rootworms are not significant within a region, the structured refuge may be planted as an in-field or
adjacent refuge. or as a sgparate block that is within % mile of the MON 85034 x TCI1507 » MON 88017 x
DAS-59122-7 field. The structured refuge must be planted with corn hybrids that do not contain Bt
technologies for the control of corn borers or corn rootworms. Economic thresholds will be determined using
methods recommended by local or regional professienals {e.g., Extension Service agents, crop consultants), A
schematic of one refuge option with the refuge planted within a ¥ mile of the MON 89034 x TC1507 x MON
88017 x DAS-5%9122-7 field is shown below:

Separated Structured Refuge

Refuge

< ¥ mile <t Non-Bt corn
MON 89034 x TC1507 x - .

MON 88017 x DAS-59122-7

Corn Insects Controlled or Suppressed

European corn borer {ECB) Ostrinia mibilalis

Southwestern corn borer (SWCB) Diatraea grandioselia
Southern cornstalk borer (SCSB) Diatraea crambidoides
Corn earworm (CEW) Helicoverpa zea
Fall armywonn {FAW) Spodoptera frugiperda

Stalk borer Papaipema nebris
Lesser corn stalk borer Elasmopalpus lignosellus
Sugarcane borer (SCB) Diatraea saccharalis

Western bean cutworm {WBC)
Black cutworm

Western corn rootworm {WCRW)
Northern corn rootworm {NCRW)
Mexican corn rootworm {MCRW)

Richia albicosta
Agrotis ipsilon

Diabrotica virgifera virgifera
Diabrotica barberi
Diabrotica virgifera zeae

Sales of corn hybrids that contain Monsanto’s Bt corn plant pesticide must be accompanied by a IRM/Grower
Guide which includes information on plaating, production, and insect resistance management and notes that
routine applications of insecticides to control these insects are usually unnecessary when cormn containing the Bt

proteins is planted.
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MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto’s and Dow AgroSciences’
research programs, offering unique genetic characteristics for specific grower needs and may be protected by
ore or more of the following U.S. patents: 5322938, 53526035, 5359142, 5378619, 5424412, 5550318, 5554798,
5641876, 5717084, 5728925, 580644235, 6618100, 6023545, 6051753, 6063597, 6083878, 6331663, 6489342,
6645497, 6713063, 69627035, 7064249, 7070982, 7112663, 7227456, 7250501, 7304206, 7544862, 7618942,

7927598, and RE39247.

EPA Accepted: _ / /__
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Plani-Incorporated Protectant Label

MON 89034 x TC1507 x MON 88017 x DAS-59122-7

Insect-Protected, Herbicide-Telerant Corn
{Alternate brand name: Gennity™ SmartStax™)

(OECD Unique 1dentifier: MON-89034-3 x DAS- $31527-1 x MON-88017-3 x DAS-59122-7)

Active Ingredients:
Bacillus thuringiensis Cryl A, 103 protein and the genetic material necessary (vector PV-ZMIR245)
for its production in corn event MON 83034 ... <0.0026%*

Bacillus thuringiensis Cry2 Ab2 protein and the genetic material necessary (vector PV-ZMIR245} for
its production in corn event MON 89034 ... ..ot s e vesress e <0.0053%*

Bacillus thuringiensis CrylF protein and the genetic material necessary (vector PHP8999) for its
production in €orn eVENE TCIA0T oo r s bre st s s eme e ssra e srasebensenseneeanee <0.0012%*

Bacillus thuringiensis Cry3Bbl protein and the genetic matenal necessary (vector PV-ZMIR39) for
its production in corn event MON BBOL7 ...ttt <0.0079%*

Bacillus thuringiensis Cry34Abl protein and the genetic material necessary (vector PHP17662) for its
production in corn event DDAS-59122-T ... ot sre st et a s e b rees s amsenes <0.0194%*

Bacillus thuringiensis Cry35AbI protein and the genetic material necessary (vector PHP17662) for its
production in com event DAS-S0122-7 e eenat i eee s r st e ens e nee e gy rres saes <0.0042%*

Inert Ingredients:
CP4 EPSPS protein {(5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material
necessary (vector PV-ZMIR39) for its production in corn event MON 88017.......cccccconeinnne <0.0052%*

PAT protein (phosphinothricin acetyl transferase} and the genetic material necessary {vectors
PHP17622 and PHP8999) for its production in cora event TCI1507 and DAS-59122-7 ......... < 0.00045%*

*Maximum percent (wi/wt} of dry forage

KEEP OUT OF REACH OF CHILDREN

CAUTION

NET CONTENTS

EPA Registration No. 524-581

EPA Establishment No. 524-MO-002
Monsanto Company

800 North Lindbergh Blvd.
St. Louis, MO 63167
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DIRECTIONS FOR USE

1t is a violation of Federal law to use this product in any manner inconsistent with its labeling. Information
regarding comrmercial production reflected here and in the terms and conditions of this registration must be
included in the Grower Guide.

MON 89034 = TC1507 » MON 88017 x DAS-59122-7 protects corn crops from leaf, stalk, and ear darage
caused by com borers and root damage caused by corn rootworm larvae. In order to minimize the risk of these
pests developing resistance to MON 89034 = TC1507 x MON 88017 = DAS-39122-7 corn, an insect resistance
management plan must be implemented which includes planting of a structured refuge. Growers wheo fail to
comply with the IRM requirements risk losing access to Monsanto’s corn P1P products.

These refuge requirements do not apply to seed propagation of inbred and hybrid seed com up to a total of
20,000 acres per county and up to a combined US total of 250,000 acres per PIP active ingredient per year.

A common refuge must be planted for both corn borers and corn rootworms. The refuge must be planied with
corn hybrids that do not contain Bt technologies for the control of comn rootworms or corn borers. The refuge
and MON 89034 x TC1507 x MON 88017 x DAS-39122-7 corn should be sown on the same day, or with the
shortest window possible between planting dates to ensure that comn root development is similar among
varieties. If the refuge is planted on rotated ground, then the MON 892034 x TC1307 x MON 88017 x DAS-
39122-7 corn must aiso be planted on rotated ground. If the combined refuge is planted on continuous corn, the
MON 89034 »x TC1507 x MON 88017 x DAS-59122-7 field may be planted on either continuous or rotated
fand (oplion encouraged where WCRW rotation resistant biotype may be present). Refuge options are based on
the planting of MON 89034 x TC1507 * MON 88017 x DAS-59122-7 in cotton or non-cotton growing regions
and the insect pressure present in those locations.

If insecticides are applied to the refuge for control of CRW adults, the same treatment must also be applied in
the same timeframe to MON 89034 = TC1507 x MON 88017 x DAS-39122-7,

Several options for deployment of the refuge for MON 83034 x TC1507 x MON 88017 x DAS-59122-7 are
available to growers. These options are based on the planting of MON 89034 = TC1507 * MON 88017 x DAS-
59122-7 in cotion or non-cotion growing regions and the insect pressure present in those locations, The refuge
sizes for these regions are either 5% (i.e. 5 acres of non-Bt corn for every 95 acres MON 89034 = TC1507
MON 88017 x DAS-39122-7 planted) or 20% (20 acres of non-Bt corn for every 80 acres of MON 89034 x
TC1507 x MON 88017 x DAS-59122-7 planted), and are presented in the {able below: '

Region Refuge size In-field or Refuge separaied
. : adjacent refuge by up to ¥ mile
allowed allowed
Cotton growing where CEW is a significant pest | 20% non-Bt Yes Yes
and WCRW, NCRW and MCRW are not com

significant: NC, SC, GA, FL, TN {only the
counties of Carroll, Chester, Crockett, Dyer,
Fayette, Franklin, Gibson, Hardeman, Hardin,
Haywood, Lake, Lauderdale, Lincoln, Madison,
Obion, Rutherford, Shelby, and Tipton), AL,
MS, LA, AR, VA (only the counties of
Dinwiddze, Franklin City, Greensville, Isle of
Wight, Northampton, Southampton, Suffolk
City, Surrey, and Sussex}
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Cotton growing where CEW is a significant pest | 20% non-Bt Yes No
and WCRW, NCRW, and/or MCRW are cor
significant: TX (except the counties of Carson,
Dallam, Flansford, Hartley, Hutchinson,
Lipscomb, Meore, Ochiltree, Roberts, and
Sherman}, OK (only the counties of Beckham,
Caddo, Comanche, Custer, Greer, Harmon,
Jackson, Kay, Kiowa, Tillman, and Washita),
MO (only the counties of Dunklin, New Madrid,
Pemiscot, Scott, and Stoddard)

Cotton growing where CEW is not a significant | 3% non-Bt com | Yes Yes
pest and WCRW, NCRW and MCRW are not
significant: NM, AZ, CA, NV

Non-cotton growing where WCRW, NCRW 5% non-Btcorn { Yes Yes
and MCRW are not significant: OR, WA, ID,
MT, WY, UT, VA (except the counties of
Dinwiddie, Franklin City, Greensville, Isle of
Wight, Northampton, Southampton, Suffolk
City, Surrey, and Sussex}, WV, PA, MD, DE,
CT, RI, NI, NY, ME, MA, NH, VT, HI, AK,
TN (except the counties of Carroll, Chester,
Crockett, Dyer, Fayette, Franklin, Gibson,
Hardeman, Hardin, Haywood, Lake,
Lauderdale, Lincoln, Madison, Obion,
Rutherford, Shelby, and Tipton)

Non-cotton-growing where WCRW, NCRW 3% non-Bicom | Yes No
and/or MCRW are significant: KS, NE, SD,
ND, MN, 1A, MO (except the counties of
Dunklin, New Madrid, Pemiscot, Scott, and
Stoddard}, 1L, W1, MI, IN, OH, KY, CO, OK
{except the counties of Beckham, Caddo,
Comanche, Custer, Greer, Harmon, Jackson,
Kay, Kiowa, Tillman, and Washita), TX (only
the counties of Carson, Dallam, Hansford,
Hartley, Hutchinson, Lipscomb, Moore,
Ochiltree, Roberts, and Sherman)

If corn rootworms are significant within a region, the structured refuge must be planted as an in-field or
adjacent refuge using com hybrids that do not contain Bt technologies for the control of corn barers or com
rootworms. 1t can be planted as a block within or adjacent (e.g., across the road} to the MON 89034 x TC1307
x MON 88017 x DAS-59122-7, perimeter strips (i.e., strips around the field}, or in-field strips. If perimeter or
in-field strips are implemented, the strips must be at least 4 consecutive rows wide. The refuge can be protected
from lepidopteran damage by use of nen-Bt insecticides if the population of one or rmore target lepidopteran
pests of MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in the refuge exceeds economic thresholds. In
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or soil insectickle;
however, insecticides labeled for adult CRW control must be avoided in the refuge during the period of CRW
adult emergence. Economic thresholds will be determined using methods recermended by local or regional
professionals (e.g., Extension Service agents, crop consultants). A schematic of one common refuge
deployment option is shown below:

Monsanto Company 11-CR-192E-1R Page 101 of 108




Structured Refuge

MON 89034 x TC1507 x
MON 88017 x DAS-59122-7

Refuge
<=1 Non-Bt Corn

If corn rootworms are not significant within a region, the structured refuge may be planted as an in-field or
adjacent refuge. or as a separate block that is within ¥ mile of the MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 field. The structured refuge must be planted with corn hybrids that do not contain Bt
technologies for the control of com borers or corn rootworms. Economic thresholds will be determined using
methods recommended by local or regional professionals (e.g., Extension Service agents, crop consuliants). A
schematic of one refuge option with the refuge planted within a % mile of the MON 89034 x TC1507 x MON
88017 x DAS-59122-7 field is shown below:

Separated Structured Refuge

Refuge

< Y2 mile <1 Non-Bt ¢corn
MON 89034 x TC1507 x

MON 88017 x DAS-59122-7

1

Corn Insects Controlled or Suppressed

European corn borer {(ECB) Ostrinia nubilalis

Southwestern com borer (SWCB) Diatraea grandioselia
Southern comstalk borer (SCSB) Diatraea crambidoides
Corn earworm (CEW) ' Helicaverpa zea

Fall armyworm (FAW) Spodaptera frugiperdea
Stalk borer Papaipema nebris

Elasmapalpus lignosellus
Diatraea saccharalis
Richia albicosta

Agrotis ipsiion

Lesser com stalk borer
Sugarcane borer {SCB)
Western bean cutworm (WBC)
Black cutworm

Western com rootworm { WCRW)
Northern corn rootworm (NCRW)
Mexican corn rootworm {MCRW)

Diabratica virgifera virgifera
Diabrotica barberi
Diabrotica virgifera zeae

Sales of corn hybrids that contain Monsanto’s Bt com plant pesticide must be accompanied by a IRM/Grower
Guide which includes information on planting, production, and insect resistance management and notes that
routine applications of insecticides fo control these insects are usually unnecessary when corn containing the Bt

proteins is planted.
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MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a preduct of Monsanto’s and Dow AgraSciences’
research programs, offering unique genetic characteristics for specific grower needs and may be protected by
one or more of the following U.S. patents: 5322938, 5352605, 5359142, 5378619, 5424412, 5550318, 5554798,
5641876, 5717084, 5728923, 5604425, 6018100, 6025545, 6051753, 6063597, 6083878, 6331665, 6489542,
6645497, 6713063, 6962705, 7064249, 7070982, 7112665, 7227056, 7250501, 7304206, 7544862, 7618942,
7927598, and RE39247.

EPA Accepted: _ / [/
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Plant-Incerporated Protectant Label

MON 89034 x TC1507 x MON 88017 x DAS-59122-7

Insect-Protected, Herbicide-Tolerant Corn
(Alternate brand name: Genuity™ SmartStax™)

(OECD Unique ldentifier: MON-890334-3 x DAS- @15@7-1 x MON-88@317-3 x DAS-59122-7)

Active Ingredients:
Bacillus thuringiensis Cry1 A.105 protein and the genetic material necessary (vector PV-ZMIR245)
for its production in corn event MON 89034 ... < 0.0026%*

Bacillus thuringiensis Cry2 Ab2 protein and the genetic material necessary (vector PV-ZMIR245) for
its production in corn event MON 89034 ...t b <0.0053%*

Bacillus thuringiensis Cry1F protein and the genetic material necessary {vector PHP8999) for its
production in corn eVent TCIS07 ..o cenreeerers it <0.0012%*

Bacillus thuringiensis Cry3Bb! protein and the genetic material necessary (vector PV-ZMIR39) for
its production in corn event MON 88017 ... ... e seesees <0.0079%*

Bacillus thuringiensis Cry34AbI protein and the genctic material necessary {vector PHP17662) for its
production in corn event DAS-50122-7 e s <0.0194%*

Bacillus thuringiensis Cry35Abl protein and the genetic material necessary (vector PHP17662) for its
production in com event DAS-59122-7 ..ot e < 0.0042%*

Iner{ Ingredients:
CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material
necessary (vector PV-ZMIR39) for its production in corn event MON 88017 oo < 0.0052%*

PAT protein (phosphinothricin acetyl transferase) and the genetic material necessary (vectors
PHP17622 and PHP8999) for its production in corn event TC1507 and DAS-59122-7 .......... <06.00045%*

*Maximum percent (wt/wt) of dry forage

KEEP OUT OF REACH OF CHILDREN

CAUTION

NET CONTENTS

EPA Registration No. 524-581

EPA Establishment No. 524-M0O-002
Monsanto Company

800 North Lindbergh Bivd.
St. Louis, MO 63167
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DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its labeling. Information
regarding commercial production refiected here and in the terms and conditions of this registration must be
included in the Grower Guide.

MON 89034 x TCI1507 x MON 88017 x DAS-59122-7 protects corn crops from leaf, stalk, and ear damage
caused by corn borers and root damage caused by com rootworm larvae, In order to minimize the risk of these
pests developing resistance to MON 89034 x TC1507 » MON 88017 * DAS-59122-7 corn, an insect resistance
management plan must be implemented which includes planting of a structured refuge. Growers who fail to
comply with the 1RM requirements risk losing access to Monsanto’s corn PIP products.

These refuge requirements do not apply to seed propagation of inbred and hybrid seed com up to a total of
20,000 acres per county and up to a combined US total of 250,000 acres per PIP active ingredient per year.

A common refuge must be planted for both corn borers and corn rootworms. The refuge must be planted with
corn hiybrids that do not contain Bt technologies for the control of comn rootwonns or com borers. The refuge
and MON 85034 = TC1507 x MON 88017 x DAS-59122-7 com should be sown on the same day, or with the
shortest window possible between planting dates to ensure that com root development is similar among
varieties. If the refuge is planted on rotated ground, then the MON 89034 = TC1507 x MON 88017 » DAS-
59122-7 corn must also be planted on rotated ground. If the combined refuge is planted on continirous corn, the
MON 89034 x TC1507 x MON 88017 » DAS-59122-7 field may be planted on either continuous or rotated
tand (option encouraged where WCRW rotation resistant biotype may be present). Refuge options are based on
the planting of MON 89034 » TC1507 x MON 88017 »x DAS.59122-7 in cotton or non-cotton growing regions
and the insect pressure present in those locations.

If insecticides are applied to the refuge for control of CRW adults, the same treatment must dlso be applied in
the same timeframe to MON 89034 x TC1507 x MON 88017 x DAS-59122-7,

Several options for deployment of the refuge for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 are
available to growers. These options are based on the planting of MON 89034 x TC1507 x MON 88017 x DAS-
59122-7 in cotton or non-cotton growing regions and the insect pressure present in those locations. The refuge
sizes for these regions are either 5% {i.e. 5 acres of non-Bt corn for every 95 acres MON 89034 x TC1507 x
MON 88017 x DAS-59122-7 planted) or 20% (20 acres of non-Bt com for every 8§0 acres of MON 85034 x
TC1507 x MON 88017 x DAS-59122-7 planted), and are presented in the table below:

Region Refuge size In-field or Refuge separated
adjacent refuge by up to ¥z mile
allowed allowed
Cotton growing where CEW is a significant pest | 20% non-Bt Yes Yes
and WCRW, NCRW and MCRW are not | com

significant: NC, 8C, GA, FL, TN {only the
counties of Carroll, Chester, Crockett, Dyer,
Fayette, Franklin, Gibson, Hardeman, Hardin,
Haywood, Lake, Lauderdale, Lincoln, Madison,
Obion, Rutherford, Shelby, and Tipton), AL,
MS, LA, AR, VA (only the counties of
Dinwiddie, Franklin City, Greensville, lsle of
Wight, Northampton, Southampton, Suffolk
City, Surrey, and Sussex)
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Cotton growing where CEW is a significant pest | 20% non-Bt Yes No
and WCRW, NCRW, and/or MCRW are com
significant: TX (except the counties of Carson,
Dallam, Hansford, Hartley, Hutchinson,
Lipscomb, Meore, Ochiltree, Roberts, and
Sherman), OK (only the counties of Beckham,
Caddo, Comanche, Custer, Greer, Harmon,
Jackson, Kay, Kiowa, Tillman, and Washita),
MO (only the counties of Dunklin, New Madrid,
Pemiscot, Scott, and Stoddard)

Cotton growing where CEW is not a significant | 5% non-Bicormn | Yes Yes
pest and WCRW, NCRW and MCRW are not
significant: NM, AZ, CA, NV

Non-cotton growing where WCRW, NCRW 5% non-Btcorn | Yes Yes
and MCRW are not significant; OR, WA, 1D,
MT, WY, UT, VA (except the counties of
Dinwiddie, Franklin City, Greensville, Isle of
Wight, Northampton, Southampion, Suffolk
City, Surrey, and Sussex), WV, PA, MD, DE,
CT, Rl, NI, NY, ME, MA, NH, VT, HI, AK,
TN (except the counties of Carrell, Chester,
Crockett, Dyer, Fayette, Franklin, Gibson,
Hardeman, Hardin, Haywood, Lake,
Lauderdale, Lincoln, Madison, Obion,
Rutherford, Shelby, and Tipton)

Non-cotton-growing where WCRW, NCRW 5% non-Btcorn | Yes No
and/or MCRW are significant; K8, NE, SD,
ND, MN, IA, MO (except the counties of
Dunklin, New Madrid, Pemiscot, Scoft, and
Stoddard), IL, W1, M1, IN, OH, KY, CO, OK
(except the counties of Beckbam, Caddo,
Comanche, Custer, Greer, Harmon, Jackson,
Kay, Kiowa, Tillman, and Washita), TX (only
the counties of Carson, Dallam, Hansford,
Hartley, Hutchinson, Lipscomb, Moore,
Ochiliree, Roberts, and Sherman)

If corn rootworms are significant within a region, the structured refuge must be planted as an in-field or
adjacent refuge using corn hybrids that do not contain Bt technologies for the control of corn borers or corn
rootworms. It can be planted as a block within or adjacent (e.g., across the road) to the MON 89034 x TC1507
x MON 88017 x DAS-59122-7, perimeter strips (i.e., strips around the field), or in-field sirips. 1f perimeter or
in-field sirips are implemented, the strips must be at least 4 consecutive rows wide. The refuge can be protected
from lepidopteran damage by use of non-Bt insecticides if the population of one or more {arget lepidopteran
pests of MON 890334 x TC1307 x MON 88017 x DAS-59122-7 in the refuge exceeds economic thresholds. In
addition, the refuge can be protecied from CRW damage by an appropriate seed ireatment or so1l insecticide;
however, insecticides labeled for adult CRW control must be avoided in the refuge during the period of CRW
adult emergence. Economic thresholds will be determined using methods recornmended by local or regional
professionals (e.g., Extension Service agents, crop consultants), A schematic of one common refuge
deployment option is shown below:
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Structured Refuge

MON 89034 x TC1507 x Refuge
MON 88017 x DAS-59122-7 <t Non-Bt Corn

If com rootworms are not significant within a region, the structured refuge may be planted as an in-figld or
adjacent refuge. or as a separate block that is within %: mife of the MON 89034 x TC1547 x MON 88017 x
DAS-59122-7 field. The structured refuge must be planted with com hybrids that do rot contain Bt
technologies for the control of com borers or com rootworms. Economic thresholds will be determined using
methods recommended by local or regional professionals (e.g., Extension Service agents, crop consultants). A
schematic of one refuge option with the refuge planted within a % mile of the MON 89034 x TC1507 x MON
88017 x DAS-59122-7 field is shown below:

Separated Structured Refuge

Refuge

< Y2 mile <=t Non-Bt corn
MON 89034 x TC1507 x - u

MON 88017 x DAS-59122-7

Corn Insects Controlled or Suppressed

European com borer (ECB) ‘ Ostrinia nubilalis
Scuthwestem com borer (SWCB) Diatraea grandiosella
Southern comstalk borer (SCSB) Digtraea crambidoides

" Com earworm (CEW) ’ ' Helicaverpa zea
Fall armyworm (FAW) Spodaptera frugiperda
Stalk borer Papaipema nebris
Lesser corn stalk borer Elasmopalpus lignosellus

Sugarcane borer (SCB) Diatraea saccharalis

Western bean cutworm (WBC)
Black cutworm

Western comn rootworm (WCRW)
Northern com rootworm (NCRW)
Mexican com rootworm (MCRW)

Riclia albicasta
Agrotis ipsilan

Diabrotica virgifera virgifera
Diabrotica barberi
Diabrotica virgifera zeae

Sales of comn hybrids that contain Monsanto’s Bt com plant pesticide must be accompanied by a [RM/Grower
Guide which includes information on planting, production, and insect resistance management and notes that
routine applications of insecticides to controf these insects are usually unnecessary when com containing the Bt

proteins is planted.

Monsanto Company
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MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto’s and Dow AgroSciences’
research programs, offering unique genetic characteristics for specific grower needs and may be protected by
one or more of the following U.S. patents: $322938, 5352605, 5359142, 5378619, 5424412, 5550318, 5554798,
5641876, 5717084, 5728925, 5804425, 6018100, 6025545, 6051753, 6063397, 6083878, 6331665, 6489542,

6645497, 6713063, 6962705, 7064249, 7070982, 7112665, 7227056, 7250501, 7304206, 7544862, 7618942,
7927598, and RE39247.

EPA Accepted: _ / /
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U.S. ENVIRONMENTAL PROTECTION AGENCY

en o Office of Pesticide Programs EPA Reg. Number: Date of Issuance:
p-"“ IR Biopesticides and Polfution 524-581
: % Prevention Division (7511P) :
X 5 Ariel Rios Building | JUL 20 2009
Y e 1200 Pennsylvania Ave., NW
Washington, D.C. 20460

Term of lssupnce: Conditional

NOTICE OF PESTKCIDE: | Name of Pesticide Produet:
_X_ Registration
s MON 89034 x TC1507 x MON
(under FIFRA, as amended) 88017 x DAS-59122-7 Insect
’ Protected, Herbicide-Tolerant
Corn

Name and Address of Registrant (include ZIP Code):

Monsanto Company
800 North Lindbergh Bivd
St. Louis, MO 63167

=3 bm:ttcd to and accepted by

Note: Changes In labeling differing in substance from that aceepted in conncction with thlg registration’ ‘mus
n th s product always refer

tbe Biopestivides and Pollution Prevention D:wsxon pnor to use ofthe IabcI m commertc In any correspon
to the above EPA repistration number. . K

Om the basis of information furnished by the registrant, the above named pesticide is hereby registered/reregistered under the Federal Insecticide,
Fungicide and Rodenticide Act. Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order
to protect Liealth and the environment, the Administrator, on his motion, may at any time suspend or cance] the registration of a pesticide in accordance
with the Act. The acceptance of any name in connection with the registration of a product under this Aet is 1ot to be construed as giving the registrant a
right to exclusive usc of the name or to its use if it has been covered by otliers,

This product is conditionally registered in accordance with FIFRA Sec, 3(H7HA) provided you do
the following terms and conditions.

1) Submit and/or cite all data required for registration/ registration review of your product under
FIFRA section 3(¢c)(5) when the Agency requires all registrants of similar products to submit such
data. :

2) The subject registration will automatically expire on midnight November 30, 201 1.

3) The subject registration will be limited to MON 89034 x TC1507 x MON 88017 x DAS-59122-7
in field corn.

4) Submit the following data in the time frames listed:

Signature of Approving Official: Date:

7-20-09

Yo,

EPA Form 8570-6
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OPPTS Guideline/
Study Type

Required Data

Due Date

Insect Resistance
Management

To address the uncertainty regarding CRW dose and
buttress the dose assumptions used in the models, provide
additional dose data (using the methods of Storer et al.
2006) with Cry3Bbl and Cry34/35. Further dose studies
could also be conducted with varying egg infestation levels
(above and below egg levels expected to trigger density-
dependent mortality) to tease out any egg density effects.
New techniques to assess CRW dose may need to be
pursued as well, if Monsanto/Dow or academic researchers
can develop such approaches.

Report Due
11/30/2010

Insect Resistance
Management

Monsanto/Dow conducted modeling simulations to
investigate the effect of initial resistance allele frequency
(RAF). The results from these simulations with a pyramid
showed that the initial RAF was insensitive in the mode] -~
the final RAF did not increase significantly from the initial
frequency after 10 generations of selection (regardless of the
starting value). Nevertheless, BPPD is still concerned that
resistance alleles for CRW-targeted Bt traits may be
relatively common in the field based on published CRW
selection studies (Lefko et al. 2008; Meihls et al. 2008).
Monsanto/Dow’s modeling has assumed an initial RAF of
0.001. This may be suitable for other pests (e.g.
lepidoptera), but BPPD must consider the possibility that
actual RAF for CRW i higher (perhaps close to 8.01). To
further investigate this issue, resistance selection
experiments must be conducted to further characterize the
potential for resistance alleles and frequency of occurrence
in CRW populations.

Annually

First Report
Due 11/30/2010

Insect Resistance
Management

New model simulations must be conducted to incorporate
new data (i.e. from studies conducted under items above) or
using possible “worst case” parameters. Although
Monsanto/Dow’s new model simulations have been more
conservative than previous runs, BPPD remains concerned
that “worst case™ scenarios for SmartStax have not yet been
fully investigated. CRW-protected corn is highly adopted in
some areas with heavy infestations so that intense selection
pressure for resistance can be expected. In light of this, and
the large proposed reduction in refuge (from 20% to 5%; a
75% total reduction), BPPD believes that worst case
analyses are warranted to help determine the potential for
resistance. In particular, model parameters for dose and
initial resistance allele frequency could be adjusted to
include more conservative estimates (e.g. dose ranges <
94% and RAF > 0.001).

Annually

First Report
Due 11/30/2010
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5) Submit or cite all data required to support the Herculex Xtra and the MON 89034 x MON
88017 stacked plant-incorporated protectant products within the timeframes required by the
terms and conditions of EPA Registration Numbers 68467-6 and 524-576.

6) You must commit to do the following Insect Resistance Management Program for MON
89034 x TC1507 x MON 88017 x DAS-59122-7.

The required IRM program for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 corn must
have the following elements: '

Requirements relating to creation of a non-B¢ com refuge in conjunction with the planting of any
acreage of MON 89034 x TC1507 x MON 88017 x DAS-59122-7corn;

Requirements for Monsanto to prepare and require MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 corn users to sign “‘grower agreements,” which impose binding contractual
obligations on the grower to comply with the refuge requirements;

Requirements regarding programs to educate growers about IRM requirements;

Requirements regarding programs to evaluate and promote growers’ compliance with IRM
requirements;

Requirements regarding programs to evaluate whether there are statistically significant and
biologically relevant changes in target insect susceptibility to Cryl A.105, Cry2 Ab2, Cry3Bbl,
CrylF and Cry34Abl1/Cry35Abl proteins in the target insects;

Requirements regarding a “remedial action plan,” which contains measures Monsanto would take
in the event that any field-relevant insect resistance was detected as well as to report on activity
under the plan to EPA;

Annual reports on units sold by state (units sold by county level will be made available {o the
Agency upon request), IRM grower agreements results, and the compliance assurance program
including the educational program on or before Fanuary 31st each year, beginning in 2011.

a) Refuge Requirements for MON 89034 x TC1507 x MON 88017 x DAS-59122-7

These refuge requirements do not apply to seed propagation of inbred and hybrid corn seed up to
a total of 20,000 acres per county and up to a combined U.S. total of 250,000 acres per PIP active
ingredient per registrant per year. Grower agreements (also known as stewardship agreements)
will specify that growers must adhere to the following refuge requirements as described in the
grower guide/product use guide and/or in supplements to the grower guide/product use guide.

A common refuge must be planted for both corn borers and corn rootworms. The refuge must be
planted with corn hybrids that do not contain Bt technologies for the control of corn rootworms
or corn borers. The refuge and MON 89034 x TC1507 x MON 88017 x DAS-59122-7 corn
should be sown on the same day, or with the shortest window possible between planting dates to
ensure that corn root development is similar among varieties. If the refuge is planted on rotated
ground, then the MON 89034 x TC1507 x MON88017 x DAS-59122-7 corn must also be
planted on rotated ground, If the combined refuge is planted on continuous corn, the MON 89034
x TC1507 x MONS8017 x DAS-59122-7field may be planted on either continuous or rotated
land (option encouraged where WCRW rotation resistant biotype may be present). Refuge
options are based on the planting of MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in
cotton or non-cotton growing regions and the insect pressure present in those locations. The
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refuge sizes for these regions are either 20% in cotton growing regions (i.e. 20 acres of non-Bt
corn for every 80 acres MON 89034 x TC1507 x MON 880 17 x DAS-59122-7 planted) or 5% in
non-cotton growing regions {5 acres of non-Bt corn for every 95 acres of MON 89034 x TC1507
x MON 88017 x DAS-59122-7 planted). If com rootworms are significant within a region, the
structured refuge must be planted as an in-field or adjacent refuge using corn hybrids that do not
contain Bt technologies for the control of corn borers or corn rootworms. It can be planted as a
block within or adjacent (e.g., across the road) to the MON 89034 x TC1507 x MON 88017 x
DAS-59122-7, perimeter strips (i.¢., strips around the field), or in-field strips. If perimeter or in-
field strips are implemented, the strips must be at least 4 consecutive rows wide. The refuge can
be protected from lepidopteran damage by use of non-Bt insecticides if the population of one or
more target lepidopteran pests of MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in the
refuge exceeds economic thresholds. In addition, the refuge can be protected from CRW damage
by an appropriate seed treatment or soil insecticide; however, insecticides labeled for adult CRW
control must be aveided in the refuge during the period of CRW adult emergence. If insecticides
are applied to the refuge for control of CRW adults, the same treatment must also be applied in
the same timeframe to MON 89034 x TC1507 x MON 88017 x DAS-59122-7. Economic
thresholds will be determined using methods recornmended by local or regional professionals
(e.g., Extension Service agents, crop consultants). If corn rootworms are not significant within a
region, the structured refuge may be planted as an in-field or adjacent refuge or as a separate
block that is within 7/2 mile of the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 field.
The structured refuge must be planted with corn hybrids that do not contain Bt technologies for
the control of corn borers or corn rootworms, Economic thresholds will be determined using
methods recommended by local or regional professionals (e.g., Extension Service agents, crop
consultants).

Region Refuge size | In-field or | Refuge separated
: ' adjacent by up to 1/2 mile is
refuge is allowed
allowed
Cotton growing where CEW is a 20%non- | Yes Yes

significant pest and WCRW, NCRW and | Bt corn
MCRW are not significant: AR, NC,
SC,GA, FL, TN {only the counties of
Carroll, Chester, Crockett, Dyer, Fayette,
Franklin, Gibson, Hardeman, Hardin,
Haywood, Lake, Lauderdale, Linceln, .
Madison, Obion, Rutherford, Shelby, and |
Tipton) AL, MS, LA, VA (only the g
counties of Dinwiddie, Franklin City,
Greensville, Isle of Wight, Northampton,
Southampton, Suffelk City, Surrey, and

Sussex)
Cotton growing where CEW is a 20%non- | Yes No
significant pest and WCRW, ‘Bt com

NCRW, and/or MCRW are significant:
TX (except the counties of Carson,
Dallam, Hansford, Hartley, Hutchinson,
Lipscomb, Moore, Ochiltree, Roberts, and
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Region Refuge size | In-field or Refuge separated
adjacent by up to 1/2 mile is
refuge is allowed
allowed

Sherman), OK (only the counties of
Beckham, Caddo, Comanche, Custer,
Greer, Harmon, Jackson, Kay, Kiowa,
Tillman, and Washita), MO (only the
counties of Dunkin, New Madrid,
Pemiscot, Scott, and Stoddard).

Cotton growing where CEW is nota 5% non-Bt | Yes Yes
significant pest and WCRW, NCRW corn

and MCRW are not significant; NM,

AZ CA,NV

Non-cotton growing where WCRW, 5% non-Bt | Yes Yes

NCRW and MCRW are not significant corn
OR, WA, ID, MT, WY, UT, VA (except
the counties of Dinwiddie, Franklin City,
Greensville, Isle of Wight, Northampton,
Southampton, Suffolk City, Surrey, and
Sussex), WV, PA, MD, DE, CT, R}, NJ,
NY, ME, MA, NH, VT, HI, AK,
TN{(except the counties of Carroll,
Chester, Crockett, Dyer, Fayette, Franklin,
Gibson, Hardeman, Hardin, Haywood,
Lake, Lauderdale, Lincoln, Madison,
Obion, Rutherford, Shelby, and Tipton)

Non-cotton growing where WCRW, " 1 5% non-Bt | Yes No
NCRW and/or MCRW are significant: corn
KS, NE, SD, ND, MN, 1A, MO (except

the counties of Dunkin, New Madrid, .
Pemiscot, Scott, and Stoddard), IL, W1,
MI, IN, OH, KY, CO, OK (except the
counties of Beckham, Caddo, Comanche,
Custer, Greer, Harmon, Jackson, Kay, -
Kiowa, Tillman, and Washita), TX (only
the counties of Carson, Dallam, Hansford,
Hartiey, Hutchinson, Lipscomb, Moore,
Ochiltree, Roberts, and Sherman})

b) Grower Agreement for MON 89034 x TCI1507 x MON 88017 x DAS-59122-7 Corn

1) Persons purchasing MON 89034 x TC1507 x MON 88017 x DAS-59122-7 corn must sign a
grower agreement. The term “grower agreement” refers to any grower purchase contract, license
agreement, or similar legal document,
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2) The grower agreement and/or specific stewardship documents referenced in the grower
agreement must clearly set forth the terms of the current IRM program. By signing the grower
agreement, a grower must be contractually bound to comply with the requirements of the IRM
program.

3} Monsanto must implement a system (equivalent to what is already approved for previously
registered Monsanto Br corn products), which is reasonably likely to assure that persons
purchasing MON 89034 x TC1507 x MON 88017 x DAS-59122-7 corn will affirm annually that
they are contractually bound to comply with the requirements of the IRM program. A description
of the system must be submitted to EPA within 90 days from the date of registration.

4) Monsanto must use a grower agreement and must submit to EPA, within 90 days from the
date of registration, a copy of that agreement and any specific stewardship documents referenced
in the grower agreement. If Monsanto wishes to change any part of the grower agreement or any
specific stewardship documents referenced in the grower agreement that would affect either the
content of the IRM program or the legal enforceability of the provisions of the agreement relating
to the IRM program, 30 days prior to implementing a proposed change, Monsanto must submit to
EPA the text of such changes to ensure that it is consistent with the terms and conditions of this
registration,

3) Monsanto must implement a system (equivalent to what is already approved for previously
registered Monsanto Bf corn products), which is reasonably likely to assure that persons
purchasing MON 89034 x TC1507 x MON 88017 x DAS-59122-7 corn sign grower
agreement(s). A description of the system must be submitted to EPA within 90 days from the
date of registration.

6} Monsanto shall maintain records of all MON 89034 x TC1507x MON 88017 x DAS-59122-7
corn grower agreements for a period of three years from December 3 1st of the year in which the
agreement was signed.

7} Beginning on January 31, 2011 and annually thereafter, Monsanto shall provide EPA with a
report on the number of units of MON 89034 x TC1507 x MON 88017 x DAS-59122-7 corn
seed shipped and not returned, and the number of such units that were sold to persons who have
signed grower agreements. The report shall cover the time frame of a twelve-month period.
Note: The first report shall contain the specified information from the time frame starting with
the date of registration and extending through the 2010 growing season.

8) Monsanto must allow a review of the grower agreements and grower agreement records by
EPA or by a State pesticide regulatory agency if the State agency can demonstrate that
confidential business information, including names, personal information, and grower license
number, will be protected.

¢) IRM Education and IRM Compliance Mgonitoring Program for MON 89034 x TCI1507 x
MON 88017 x DAS-359122-7Corn

1) Monsanto must design and implement a comprehensive, ongoing IRM education program
designed to convey to MON 89034 x TC1507 x MON 88017 x DAS-59122-7 corn users the
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importance of complying with the IRM program. The education program shall involve the use of
multiple media, e.g. face-to-face meetings, mailing written materials, EPA-reviewed language on
IRM requirements on the bag or bag tag, and electronic communications such as by internet,
radio, or television commercials. Copies of the materials will be provided to EPA for their
records. The program shall involve at least one written communication annually to each MON
89034 x TC1507 x MON 88017 x DAS-59122-7 corn user separate from the grower technical
guide. The communication shall inform the user of the current IRM requirements. Monsanto
shall coordinate its education program with the educational efforts of other registrants and other
organizations, such as the National Corn Growers Association and state extension programs.

2) Annually, Monsanto shall revise, and expand as necessary, its education prograrﬁ to take into
account the information collected through the compliance survey and from other sources. The
changes shall address aspects of grower compliance that are not sufficiently high.

3) Beginning January 31, 2011, Monsanto must provide a report to EPA summarizing the
activities it carried out under its education program for the prior year. Annually thereafter,
Monsanto must provide EPA any substantive changes to its grower education activities as part of
the overall IRM compliance assurance program report. Monsanto must either submit a separate
report or contribute to the report from the industry working group, Agricultural Biotechnology
Stewardship Technical Committee (ABSTC).

4) Given that MON 89034 x TC1507 x MON 88017 x DAS-59122-7 will likely have different
refuge strategies for lepidoptera and CRW than other registered Bt corn products, you must
submit a revised compliance assurance program (CAP) within 90 days of the date of registration.
This revised CAP must be found acceptable by BPPD by April 1, 2010, This strategy should be
specific for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 and the new refuge
requirements. Availability of non-Bt corn refuge seeds in desirable varieties must be addressed.
Compliance is an area of ongoing concern -- recent data have shown that refuge compliance for
Bt comn has fallen in recent years.

d) Insect Resistance Monitoring and Remedial Action Plans for MON 89034 x TC1507 x
MON 88017 x DAS-59122-7 Corn

Existing programs for resistance monitoring and remedial action that were established for MON
89034 (Cryl A.105 and Cry2Ab2), MON 88017 (Cry3Bbl), and Herculex Xtra (CrylF and
Cry34/35) should be applicable to MON 89034 x TC1507 x MON 88017 x DAS-59122-7 comn.
In light of potentially lower overall structured Bt corn structured refuge, the CRW resistance
monitoring program must be expanded (i.e. with additional sampling and collection sites or
improved monitoring techniques). Also, a revised definition of “resistance” may be needed for
the CRW monitoring and remedial action plans based on recent research and selection
experiments (Lefko et al. 2008; Meihls et al. 2008). You must submit a revised resistance
monitoring and remedial action plan within 90 days of the date of registration that must be found
acceptable to BPPD by April 1, 2010,

A report on results of resistance monitoring and investigations of damage reports must be

submitted to the Agency annually by August 31 each year, beginning in 2011, for the duration
of the conditional registration.
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e) Annual Reporting Requirements for MON 89034 x TCI1507 x MON 88017 x DAS-59122-7
Corn

1) Annual Sales: reported and summed by state (county level data available by request)
January 31st each year, beginning in 2011,

2} Grower Agreements: number of units of MON 89034 x TC1507 x MON 88017 x DAS-
59122-7com seed shipped or sold and not returned, and the number of such units that were sold
to persons who have signed grower agreements, Janvary 31st each year, beginning in 2011;

3) Grower Education: substantive changes to education program completed previous
year, January 31st each year, beginning in 2011;

4) Compliance Assurance Program: compliance assurance program activities and results for the
prior year and plans for the compliance assurance program for the current year,
January 31st each year, beginning in 2011;

5) Compliance Survey Results: results of annual surveys for the prior year and survey
plans for the current year; full report January 31st each year, beginning in 2011;

6) Insect Resistance Monitoring Results: results of monitoring and investigations of
damage reports, August 3 1st each year, beginning in 2011.

If these conditions are not compliécl Wi'th, the registratioh will be subject to cancellation
in accordance with FIFRA Section 6{e). Your release for shipment of the product constitutes

acceptance of these conditions,

A copy of the stamped label is enclosed for your records.

-Sincerely, ' .

W Needed WSt~

W. Michael McDavit, Acting Director

Biopesticides and Pollution

Prevention Division (7511P)
Enclosure
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Plant-Incorporated Protectant Label

MON 89034 x TC1507 x MON 88017 x DAS-59122-7

Insect-Protected, Herbicide-Tolerant Corn
(Alternate brand name; Genuity™ SmartStax™)

(OECD Unique Identifier: MON-8934-3 x DAS- @1507-1 x MON-88317-3 x DAS-59122-7)

Active Ingredients:

 Active Ingredients:
Bacillus thuringiensis Cry1A,105 protein and the genetic material necessary (vector PV-ZMIR245} for its
production in corn event MON 89034, ... .. ..o < 0.0026%*

Bacillus thuringiensis Cry2Ab2 prOtem and the genetic material necessary (vector PV-ZMIR245} for its
production in com eveat MON 89034 ., L2 0.0053%*

Bacillus thuringiensis Cry1F protein and the genetic material necessary (vector PHP8999) for its
production in corn event TCIS307 oo v e (L0012%%

Bacillus thu?‘mgIEHSlS Cry3Bbl protem and the genetlc material necessary (vector PV-ZMIR39) for its
production in corn event MON 88017 e v W50 00?9%

Buaciflus thuringiensis Cry34Ab1 protein and the genetic material necessary (vector PHP17662) for its
production in corn event IDAS-59122-7.. .. .. s, £ 0.0194%7F

Bacillus thuringiensis Cry35Abl protem and the genetic material necessary (vector PHP17662} for its
production in corn event DAS-59122-7.. . Z0.0042%*

Inert Ingredients:
CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material necessary
{vector PV-ZMIR39) for its production in corn event MON 88017 ............... < 0.0052%*

PAT protein (phosphinothricin acetyl transferase) and the genetic material necessary (vectors PHP 17622
and PHP8999) for its production in corn event TC1307 and DAS-59122-7,.< 0.00045%*

*Maximum percent (wt/wt) of dry forage

CAUTION

Monsanto Company 07-CR-192E-1
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KEEP OUT OF REACH OF CHILDREN

NET CONTENTS
" EPA Registration No. 524-581

EPA Establishment No. 524-MO-002
EPA Establishment No. 029964-I4-001

Monsanto Company
800 North Lindbergh Blwd.

St. Louis, MO 63167

DIRECTIONS FOR USE

'gezfevéuwp i

It is a violation of Federal law to use this in any manner inconsistent with this-labeling.

Information regarding commercial productiozmust be included in the Technology Use Guide, /
(‘-qcfi«,fied{ here and in The trrrns #cond Fhony ol

MON 89034 x TC1507 x DAS-59122-7 x MON 88017 protects corn crops from leaf, stalk, and T -

ear damage caused by corn borers and root damage caused by corn rootworm larvae. In order to "S‘w}’“ .

minimize the risk of these pests developing resistance to MON 89034 x TC1507 x DAS-59122-

7x MON 88017 corn, an insect resistance management plan must be implemented which

includes planting of a structured refuge. Growers who fail to comply with the IRM requirements

risk losing access to Monsanto’s com PIP products.

These refuge reqﬁircmcnts do not apply to seed propagation of inbred and hybrid seed corn up to
a total of 20,000 acres per county and up to a combined US total of 250,000 acres per PIP active
ingredient per year,

Several options for deployment of the refuge for MON 89034 x TC1507 x DAS-59122-7 x
MON 88017 are available to growers. These options are based on the planting of MON 89034 x
TC1507 x DAS-59122-7 x MON 88017 in cotton or non-cotton growing regions and the insect
pressure present in those locations. The refuge sizes for these regions are either 5% (i.e. 5 acres
of non-Bt corn for every 95 acres MON 89034 x TC1507 x DAS-59122-7 x MON 88017
planted) or 20% (20 acres of non-Bt corn for every 80 acres of MON 89034 x TC1507 x DAS-
59122-7 x MON 88017 planted), and are presented in the table below:

Monsanto Company 07-CR-192E-1
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Region

Refuge size

In-field or
adjacent refuge
allowed

Refuge separated
by up to % mile
allowed

Cotton growing where CEW is a
significant pest and WCRW, NCRW and
MCRW are not significant: NC, SC, GA,
FL, TN (only the counties of Carroll,
Chester, Crockett, Dyer, Fayette,
Franklin, Gibson, Hardeman, Hardin,
Haywood, Lake, Lauderdale, Lincoln,
Madison, Obion, Rutherford, Shelby, and
Tipton), AL, MS, LA, AR, VA (only the
counties of Dinwiddie, Franklin City,
Greensville, Isle of Wight, Northampton,
| Southampton, Suffolk City, Surrey, and
Sussex) '

20% non-Bt
cormn

Yes

Yes

Cotton growing where CEW is a
significant pest and WCRW, NCRW,
and/or MCRW are significant: TX
{except the counties of Carson, Dallam,
Hansford, Hartley, Hutchinson,
Lipscomb, Moore, Ochiltree, Roberts,
and Sherman), OK (only the counties of
Beckham, Caddo, Comanche, Custer,
Greer, Harmon, Jackson, Kay, Kiowa,
Tillman, and Washita}, MO (only the
counties of Dunkin, New Madrid,
Pemiscot, Scott, and Stoddard)

20% non-Bt
corn

Yes

No

Cotton growing where CEW is not a
significant pest and WCRW, NCRW and

NV

MCRW are not significant: NM, AZ, CA,

5% non-'Bt
corn

Yes

Yes

"Non-cotton growing where WCRW,
NCRW and MCRW are not significant:
OR, WA, ID, MT, WY, UT, VA (except
the counties of Dinwiddie, Franklin City,
Greensville, Isle of Wight, Northampton,

5% non-Bt
corn

Yes

Yes

Monsanto Company

07-CR-192E-1
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Southampton, Suffolk City, Swrrey, and
Sussex), WV, PA, MD, DE, CT, RI, NJ,
NY, ME, MA, NH, VT, HI, AK, TN
(except the counties of Carroll, Chester,
Crockett, Dyer, Fayette, Franklin,
Gibson, Hardeman, Hardin, Haywood,
Lake, Lauderdale, Lincoln, Madison,
Obion, Rutherford, Shelby, and Tipton)

Non-cotton-growing where WCRW, 5% non-Bt Yes No
NCRW and/or MCRW are significant: corn
KS, NE, SD, ND, MN, TA, MO (except
the counties of Dunkin, New Madrid,
Pemiscot, Scott, and Stoddard}, IL, WI,
MI, IN, OH, KY, CO, OK (except the
counties of Beckham, Caddo, Comanche,
Custer, Greer, Harmon, Jackson, Kay,
Kiowa, Tillman, and Washita), TX (only
the counties of Carson, Dallam,
Hansford, Hartley, Hutchinson,
Lipscomb, Moore, Ochiltree, Roberts,
and Sherman)

If corn rootworms are significant within a region, the structured refuge must be planted as an in-
field or adjacent refuge using corn hybrids that do not contain Bt technologies for the control of
comn borers or corn rootworms. It can be planted as a block within or adjacent (e.g., across the
road) to the MON 89034 = TC1507 » MON 88017 x DAS-59122-7, perimeter strips (i.€., strips
around the field), or in-field strips. If perimeter or in-field strips are implemented, the strips
must be at least 4 consecutive rows wide, The refuge can be protected from lepidopteran
damage by use of non-Bt insecticides if the population of one or more target lepidopteran pests
of MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in the refuge exceeds economic
thresholds. In addition, the refuge can be protected from CRW damage by an appropriate seed
treatment or soil insecticide; however, insecticides labeled for adult CRW control must be
avoided in the refige during the period of CRW adult emergence. Economic thresholds will be
determined using methods recommended by local or regional professionals (e.g., Extension
Service agents, crop consultants). A schematic of one common refuge deployment option is
shown below: . '

Structured Refuge

MON 89034 x TC1507 x Refuge
MON 88017 x DAS-59122-7 < Non-Bt Corn

Monsanto Company 07-CR-192E-1
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If corn rootworms are not significant within a region, the structured refuge may be planted as an
in-field or adjacent refuge, or as a separate block that is within %% mile of the MON 89034 x
TC1507 x MON 88017 x DAS-59122-7 field. The structured refuge must be planted with corm
hybrids that do not contain Bt technologies for the control of corn borers or corn rootworms.
Economic thresholds will be determined using methods recommended by local or regional
professionals (e.g., Extension Service agents, crop consultants). A schematic of one refuge
option with the refuge planted within a %2 mile of the MON 89034 x TC1507 x MON 8801'?' X
DAS-59122-7 field is shown below:

Separated Structured Refuge

Refuge
<l <—— Non-Bt corn
MON 89034 x TC1507 x . .
MON 88017 x DAS-59122-7
A

Corn Insects Controlled or Suppressed
European corn borer (ECB) Ostrinia nubilalis
Southwestern corn borer (SWCB) Diatraea grandiosella
Southern cornstalk borer (SCSB) Diatraea crambidoides
Corn earworm (CEW) Helicoverpa zea
Fall armyworm (FAW) Spodoptera frugiperda
Stalk borer - : Papaipema nebris
Lesser corn stalk borer . Elasmopalpus lignosellus
Sugarcane borer (SCB) Diatraea saccharalis
Western bean cutworm (WBC) Richia albicosta
Black cutworm Agrotis ipsiion
Western corn rootworm (WCRW) Diabrotica virgifera virgifera
Northern corn rootworm (NCRW) Diabrotica barberi
Mexican com rootworm (MCRW) Diabrotica virgifera zeae

Sales of corn hybrids that contain Monsanto’s Bt corn plant pesticide must be accompanied by a Grower
Guide which includes information on planting, production and insect resistance management and notes
that routine applications of insecticides to control these insects are usually unnecessary when corn
containing the Bt proteins is planted.

Monsanto Company 07-CR-192E-1
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MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto’s and Dow
AgroSciences’ research programs, offering unique genetic characteristics for specific grower
needs and may be protected by one or more of the following U.S. patents: 5023179, 5110732,
5164316, 5196525, 5322938, 5352605, 5359142, 5378619, 5424412, 5554798, 5641876,
5717084, 5728925, 5804425, 6018100, 6025545, 6051753, 6063597, 6083878, 6331665,
6489542, 6645497, 6962705, 7064249, 7227056, and 7250501.

EPA Accepted: /[

Monsantoe Company 07-CR-192E-1
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. \ UNITEL TATES ENVJRONMEI\}‘}W.{ PROTECTION .ENCY
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U.8. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs

EPA Reg. Number: Date of Issuance:

v o] f
?.\‘“ﬁ s Biopesticides and Pollution 525‘:581
§; % Prevention Division (7511P)
[ S g
A Ariel Rios Building L 20 2008
g maffd\ 1200 Pennsylvania Ave., NW W

Washington, D,C. 20460

Term of lssuance: Conditional

NOTICE OF PESTICIDE: Name of Pesticide Product:
x_ Registratio
- Reregistration MON 89034 x TC1507 x MON

88017 x DAS-59122-7 Insect
Protected, Herbicide-Tolerant
Comn

{under FIFRA, as amended)

Mame and Address of Registrant {include ZIP Code):

Monsanto Company
800 North Lindbergh Blvd
St. Louis, MO 63167

Note: Changes in [abeling differing in substance from that accepted in connection witb this registration must be submitted fo and accepted by
the Biopesticides and Pollution Prevention Division prior to use of the [abel i commeree, In any correspondence on this product always refer
to the above EPA replstration number,

On the basis of information fumished by the registrant, the above named pesticide is hereby registeredfreregisterad under the Federal [nsecticide,
Fungicide and Rodenticide Act. Registration s in no way to be construed as an endorsement or recommendation of this product by the Agency. In order
to protect health and the environment, the Administrator, on his motion, may at any time suspend or cancel the registration of a pesticide in accordance
with the Act. The acceptance of any name in connection with the registration of a product under this Act is not to be construed as giving the registrant a
right to exchusive nse of the name or to its usc if it has been coverad by others.

This product is conditionally registered in accordance with FIFRA Sec. 3(c)(7)(A) provided you do
the following terms and conditions.

1} Submit and/or cite all data required for registration/ registration review of your product under
FIFRA section 3(c)(5} when the Agency requires all registrants of similar products to submit such
data.

2) The subject registration will automatically expire on midnight November 30, 2011,

3) The subject registration will be limited to MON 89034 x TC1507 x MON 88017 x DAS-59122-7
in field corn.

4) Submit the following data in the time frames listed:

CONCURRENCES

.........................................................

....................................................

Printed on Recycled Paper

{15, Governmenl! Printing Office: 2005
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